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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Part  884 

(Docket  No.  78N-1 106] 

Obstetricai  and  Gynecoiogical 
Devices;  General  Provisions 
Applicable  to  Classification 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  regarding  general  provisions 
applicable  to  the  classification  of 
obstetrical  and  gynecological  devices. 
The  preamble  to  this  rule  responds  to 
general  comments  received  on  the 
proposals  regarding  classification  of 
obstetrical  and  gynecological  devices. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910, 301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  April  3, 1979  (44  FR 
19894),  FDA  published  a  proposed 

Section 


regulation  containing  general  provisions 
applicable  to  the  classification  of 
obstetrical  and  gynecological  devices. 
The  preamble  to  the  regulation 
described  the  development  of  the 
proposed  regulations  classifying 
obstetrical  and  gynecological  devices 
and  the  activities  of  the  Obstetrical  and 
Gynecological  Device  Classification 
Panel  and  FDA  advisory  committee  that 
makes  recommendations  to  FDA 
concerning  the  classification  of 
obstetrical  and  gynecological  devices. 
FDA  also  published  in  that  issue  of  the 
Federal  Register  individual  proposed 
regulations  to  classify  69  obstetrical  and 
gynecological  devices.  FDA  provided  a 
period  of  60  days  for  interested  persons 
to  submit  written  comments  on  these 
proposals. 

Comments  on  Classification  Proposals 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  final  regulations 
classifying  a  number  of  individual 
obstetrical  and  gynecological  devices. 
FDA  is  responding  to  specific  comments 
regarding  Uie  classification  of  individual 
obstetrical  and  gynecological  devices  in 
the  final  regulations  for  ^ese  devices. 

In  response  to  some  comments.  FDA 
is  making  minor  changes  in  the 
identifications  or  in  the  names  of  some 
devices  in  the  final  regulations  in  order 
to  clarify  the  regulations  or  to  show  that 
the  regulations  apply  only  to  the 
obstetrical  and  gynecological  uses  of  the 
devices.  The  relations  are: 

Device 


Section  Device 

Docket  No. 

684.2050.. .  Obstetric  data  analyzer 

684.4260.. .  Hygroscopic  Laminadf  cervical 

78N-1124 

78N-1147 

884.5300...  Condom««.  ™  _ 

7814-1163 

76N-1169 

884.5900...  Therapeutic  vaginal  douche 

7AN-1173 

884.5960...  Genital  vibrator  for  therapeutic  use.. 

78N-1176 

These  changes  should  eliminate  the 
ambiguity  that  prompted  some  of  the 
comments. 

FDA  is  also  making  some  minor 
changes  in  the  final  regulations  to  clarify 
the  identification  of  several  devices. 

No  comments  were  received  on 
proposed  8  884.1  (21  CFR  884.1),  which 
concerns  general  provisions  for  all 
obstetrical  and  gynecological  devices. 
Accordingly.  FDA  is  promulgating 
8  884.1  with  a  change:  the  agency  is 
adding  an  explanation  that  references  in 
Part  884  to  oAer  regulatory  sections  of 
the  Code  of  Federal  Regulations  are  to 
Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations,  unless  otherwise 
noted. 

List  of  Obstetrical  and  Gynecological 
Devices  . 

The  following  is  a  list  of  obstetrical 
and  gynecological  devices  being 
classified  in  final  regulations  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  The  list  shows  the  section  in 
the  Code  of  Federal  Regulations  under 
which  the  regulation  classifying  the 
device  is  being  codified,  the  docket 
number  of  the  classification  regulation, 
and  the  classification  of  each  device. 

Docket  No.  Class 


wuin<<n . 

Subpart  B—Obstetilcal  and  Gynecological  Diagnostic  Devices 

N 

wuiom . 

. .  7614-1106 . 

III 

AAaiinn 

. , .  76N.1in0 . 

IH 

AA4  117!: 

78N-1110 . 

N 

084.1185 .  . . . . 

.  78N-1111 

IM 

884.1300 . . . . . . 

_ 7814-11 12..„ 

H 

»uta9<:  . 

—  _ _ _  78N-1113..._. 

II 

MU  ISM 

.  78N-1114  . 

H 

MU  1560 . 

. . .  7614-1115 . 

• 

H 

MU  1600 . , . 

. .  76N-1116 _ 

III 

MU.1630 . ’ . 

. .  7814-1117 _ 

U 

MU  1640 

.  76N.11ia . 

II 

664  1660 

. .  . ...  78N-1110 _ 

n 

8641690 . 

. . .  7614-1120 . 

H 

664  1700  . 

. .  78N-1121 _ 

H 

884.1720 _ 

. .  Gvnecokxiic  laoaroscooe  and  accessories....—  - 

_  78N-1122 _ 

II 

684.1730 _ _  Laparoscopic  insufflator . . . . . . . - .  78N-1123 _ _ _ _ _ _  II 


Subpart  C— Obstetrical  and  Gynecological  Monitoring  Devices 

6649050  . 

78M-1194  . 

IN 

664.9995  . 

.  76(4-1 195 . 

n 

864.2800 .  . . 

.  76(4-1196  . ,  . , 

u 

864  9690 . 

.  76(4-1197 . 

III 

884.2640  „..  _  .„  _ _ 

.  78(4-1198  . 

N 

884.2660 . . . . 

.  76(4-1199 . . 

H 

834.2675 .  . . 

.  76N-1130 . , 

N 

884.2685 _  ...  .  . . . 

M 

684.2700 . . . . . 

. .  . 

•  .  76M.1199  . 

N 

884.2720 . . . . . 

.  7AN-11M  . 

n 

884.2740 . . . . 

.  7n(4_1194  . . . 

H 

864.9900 . 

. . .  70N-1135.^...^.,« 

1 

884.2960.-.. . . 

.  76(4.1196 . 

H 
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Subpart  D— Obstetrical  and  Gynecological  ProstheSc  Devices 


TilM.1197 

a 

78N-1138..  ~ 

a 

78N-1140  _ 

a 

864.3900 _  «  . 

7aN-1141 

a 

Subpart  E— Gynacologioal  Surgical  Devioea 

ni 

n 

w 

u 

m 

n 

IH 

H 

H 

a 

I 

a 

a 


Subpart  F-*Obstetrical  and  Gynecological  Tberapeutie  Devices 


884.4100. 

. .  .  78M-1142_  _ _ — 

884.4120 _  _  «... 

. .  78N-1143 . . . . 

ftA4  41»1 

.  7aN-1144 . 

884.4160. 

.  „  „  78N-1145  _  _ 

7aN-1146« 

884  4960 

.  7flN-1147 . 

884.4270 . . . 

78N-1148  ™  ™ 

884.4340 . . . . 

.  78N-1140  . 

884  4400 . 

78N-11S0. 

884.4500 . . . . 

.  _ 78N-1151._. 

884.4520 . - . 

.  78N-1152 . 

884.4530 .  . . . . 

.  7BN-11S9  . 

884  45.50  . . 

_  _  78N-t154 _  ™. 

884.4900 _ 

Obstetric  table  and  accessories _ _ _ _ _ 

-  78N-1155 _ 

884.5050 . . . . . . . . Metreucynler-balloon  abortion  system. _ _ _ _ _ _  78N-1156 _ _ _ _ _  ai 

884.5070 . . . . . . Vacuum  abortion  system _ _ _  _ _  78N-1157 _ a 

884.5100 . . . . . . . . . .  Obstetric  anesthesia  set . . . . . I _ 78N-1158 . .  a 

884.5150 . . . . . . Nonpowered  breast  pump - - — _ 7SN-1159 _  I 

884.5160 _ _ _ _ Powered  breast  punq> . . . . .  78N-1160 _  a 

884.5225  . . . . Abdominal  decompression  chamber _ _ _ _ _ 78N-1162 _  Hi 

884.5250 - - - - - - - Cendcalcap _ _ _ _ _  78N-1161 _ il 

884.5300 - Condom. . . 78N-1163 _  H 

884.5350 - -  Contraceptive  dtapbragm  and  accessories . . . 76N-1164 . . . H 

884.5360 -  Contraceptive  intrauterine  device  (iUD)  and  introducer _ _ _  78N-1165..™—. _  Hi 

884.5380 . . . . —  Contraceptive  tubal  occlusion  device  (TOO)  and  introducer _ ...  78N-1166 _  lit 

884.5390 - - - - r..., .  Perineat  heater _ _ _ _ _ _ _ _ 78N-1167 . . H 

884.5400 - ■■■■. . . . .  Menstrual  cup...„ _ _ _ _ _ 78N-1168 . .  11 

884.5425 - - - - - - - -  Scented  menstrual  pad _ _ _ _ _ _  78N-1169 _ II 

884.5435 — _ _ _ _ _ _ .... _ Unacenled  menstmal  pad _ _ _ _ _ _ _ _ _  78N-1170 _ _ _ _  I 

884.5460 - - - Scented  menstnjal  tarnpon _ _ _ _ _ _ _ _  78N-1171 _  H 

864.5470 _ _ _ Unscemed  menstrual  tampon _ _ _  78N-1172 _ N 

884.5900 - - — . . . .  Therapeutic  vaginal  douche  apparatus . .  78N-1173_ _ _ _  H 

884.5920 _ _ _ _ _ _ _ Vaginal  insufflator . . . . . .  78N-1174 _  I 

884.5940 - - - -  Poivered  vaginal  musde  stimulator  for  therapeutic  use _ ^ _ _ 70N-1175 _  HI 

684.5960 . . . . . . .  Genital  vibrator  tor  therapeutic  use„... . . . 78N-1176 . . . , .  H 


Patient  Information 

FDA  is  considering  requiring  the 
development  and  dissemination  of 
information  for  patients  and  consumers 
about  the  uses,  benefits,  and  risks  of 
medical  devices.  For  example,  patient 
information  has  already  been  required 
or  approved  by  FDA  for  intrauterine 
devices  and  hearing  aids.  In  addition, 
the  Bureau  of  Radiological  Health  is 
conducting  a  consiuner  education , 
program  on  x-rays  that  includes  posters 
on  the  effects  of  radiation  during 
pregnancy  and  the  distribution  of  x-ray 
record  cards. 

FDA  believes  that  patient  information 
is  needed  if:  (1)  There  is  a  choice  among 
alternatives  of  which  the  patient  should 
be  aware:  (2)  There  are  substantial  risks 
or  discomforis  associated  with  the 
product;  (3)  The  cost  of  the  product  is 
significant;  (4)  There  is  a  need  for  the 
patient  to  adhere  strictly  to  a  specific 
treatment  regimen;  and  (5)  There  is 
substantial  public  or  professional 


controversy  about  the  device  or  its 
related  procedures. 

FDA  can  require  that  manufacturers 
make  medical  device  information 
available  to  providers  for  their  use  and 
the  use  of  their  patients  through  the 
premarket  approval  or  standards-setting 
processes  as  well  as  the  general  control 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  The  mechanisms 
available  to  FDA  to  provide  patient 
information  for  devices  include:  (1) 
Labeling  for  restricted  and  nonrestricted 
devices;  (2)  Patient  and  provider 
information;  and  (3)  Consumer  and 
patient  education  programs. 

FDA  has  tentatively  identified  several 
obstetrical  and  gynecological  devices 
for  which  the  patient  information  may 
be  required.  Other  obstetrical  and 
gynecological  devices  may  be  identified 
in  the  future,  after  the  criteria  for 
selection  of  devices  needing  patient 
information  have  been  further  refined. 
The  devices  that  have  been  identified  so 
far  are  listed  below: 


Device  Docket  No. 

1.  Transabdominal  amnioscopes  (fetoscope)  and 

accassories . . 78N-1116 

2.  Obstetric-gynecologic  uHrasonic  Imageis -  78N-1125 

3.  Perinatal  nxtnaoiing  systems  and  accessories.  78N-1 134 

4.  Vaginal  pessary  — - . — . . — —  78N-1138 

6.  Vaginal  stent  78N-1141 

6.  Contraceptive  diapbragm  and  accessories —  78N-1164 

7.  Contraceptive  intrauterine  device  (lUO)  and 

introducer . - . .  78N-1165 

8.  Contraceptive  tubal  occlusion  device  (TOO) 

artd  introducer  . . . . . . . —  78N-1166, 

9.  Powered  vaginal  muscle  stimulator  tor  Hiera- 

peutic  use.... . 78N-1175 


■Although  patient  information  is  presently  required  for  this 
device  under  $  601.427,  additional  specific  patient  information 
may  be  developed. 

Guidelines  on  Demonstration  of  Safety 
and  Effectiveness 

FDA  sometimes  develops  guidelines 
for  particular^roducts  concerning  the 
type  of  information  necessary  to 
demonsb'ate  safety  and  effectiveness.  In 
cooperation  with  FDA,  the  Obstetrical 
and  Gynecological  Device  Classification 
Panel  has  developed  guidelines  for  the 
obstetrical  and  gynecological  devices 
listed  below: 


Device  Docket  No. 

1.  Endoscopic  electrocautery  and  accessories.....  78N-1 142 

2.  Bipolar  coagulator-cutter  and  accessories _  78N-1 144 
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Devic*  Docket  No. 

3.  Fatal  acalp  dip  electrode  and  applicator  — 7BN-1 131 
4  Contraceptive  tubal  occlusion  device  and  in¬ 
troducer . . .  76N-110S 

B.  Contraceptive  intrauterina  device  (lUO)  and 

*4roducer . . . - .  78N-1 1 65 

6.  Hysteroscopic  sterttzation  device  (an  investi¬ 
gational  OtrAoet) . . . . . . 


A  copy  of  these  guidelines  can  be 
obtained  upon  request  from  the  contact 
person  for  this  relation. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c.  371  (a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21 CFR  5.1),  Chapter  I  of 
Title  21  of  Ae  Code  of  Federal 
Regulations  is  amended  by  adding  new 
Part  884,  Subpart  A,  to  read  as  follows: 

PART  884— OBSTETRICAL  AND 
GYNECOLOGICAL  DEVICES 

Subpart  A— General  Provisions 

Sec. 

684.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat. 
1055,  90  StaL  540-546  (21  U.S.C.  360c,  701(a)). 

Subpart  A— General  Provisions 

§  884.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  obstetrical  and 
gynecological  devices  intended  for 
human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 
will  be.  subject  to  Ae  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  may  not  show  merely 
that  the  device  is  accurately  described 
by  the  section  title  and  identification 
provision  of  a  regulation,  but  shall  state 
why  the  device  is  substantially 
equivalent  to  other  devices,  as  required 
by  S  807.87. 

(c)  To  avoid  duplicative  listings,  an 
obstetrical  and  gynecological  device 
that  has  two  or  more  types  of  uses  (e.g., 
use  both  as  a  diagnostic  device  and  as  a 
therapeutic  device),  is  listed  in  the 
subpart  representing  one  use  of  the 
device,  rather  than  in  two  or  more' 
subparts. 

(d)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Chapter  I  of 
Title  21,  unless  otherwise  noted. 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-574S  Filed  2-29-80;  8>(S  am] 

WLLINO  CODE 

21  CFR  Part  884 

(Docket  No.  78N-1 107] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Endocervical 
Aspirators  - 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endocervical  aspirators 
into  class  II  (performance  standards). 
The  effects  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910, 301-427- 
7555. 

SUPPLfMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19898)  a  proposed  regulation  to 
classify  endocervical  aspirators  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  writtefl 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  by  adding  new 
Subpart  B  and  new  §  884.1050,  to  read  as 
follows; 


Subpart  B— Obstetrical  and 
Gynecological  Diagnostic  Devices 

S  884.1050  Endocervical  aspirator. 

(a)  Identification.  Annndocervical 
aspirator  is  a  device  designed  to  remove 
tissue  from  the  endocervix  (mucous 
membrane  lining  the  canal  of  the  cervix 
of  the  uterus)  by  suction  with  a  syringe, 
bulb  and  pipette,  or  catheter.  This 
device  is  used  to  evaluate  endocervical 
tissue  to  detect  malignant  and 
premalignant  lesions. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5746  FUed  2-29-80;  8:45  am] 

BILLING  CODE  411(MI3-M 

21  CFR  Part  884 

[Docket  No.  78N-1108] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Endometrial 
Aspirators 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endometrial  aspirators 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
effective  date:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices. 


1 
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the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Re^ster  (44 
FR 19899)  a  {uoposed  regulation  to 
classify  endometrial  aspirators  into 
class  in  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classifying  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  withou|  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1).  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1060,  to  read  as 
follows: 

§  884.1060  Endometrial  aspirator. 

(a)  Identification.  An  endometrial 
aspirator  is  a  device  designed  to  remove 
materials  from  the  endometriiun  (the 
mucosal  lining  of  the  uterus)  by  suction 
with  a  syringe,  bulb  and  pipette,  or 
catheter.  Ifris  device  is  used  to  study 
endometrial  cytology  (cells). 

(b)  Classification.  Class  IQ  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.a  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-S747  Filed  3-2S-80;  8:45  am] 

BILUNO  CODE  4110-03-11 

21  CFR  Part  884 

[Docket  No.  78N-1109] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Endometrial 
Brushes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endometrial  brushes  into 
class  QI  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each  • 
application  must  be  submitted  to  FDA 


on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
relation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27. 198a 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19900)  a  proposed  regidation  to 
classify  endometrial  brushes  into  class 
QI  (premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1100,  to  read  as 
follows: 

§884.1100  Endometrial  brush. 

(a)  Identification.  An  endometrial 
brush  is  a  device  designed  to  remove 
samples  of  the  endometrium  (the 
mucosal  lining  of  the  uterus)  by  brushing 
its  surface.  This  device  is  used  to  study 
endometrial  cytology  (cells). 

(b)  Classification.  Class  QI  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)]) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(PR  Doc.  80-5748  Filed  2-25-60;  8:45  am) 

BIUJNQ  CODE  411(H»-M 


21  CFR  Part  884 

(Docket  No.  78N-1 110] 

Obstetrical  and  Gynecological 
Devices;  Cleseification  of  Endometrial 
Suctton  Curettes  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endometrial  suction 
curettes  and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  Q  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19901)  a  proposed  regulation  to 
classify  endometrial  suction  curettes 
and  accessories  into  class  U 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  to  clarify  the  identification  of 
this  device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1175,  to  read  as 
follows: 
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S  684.1 175  Endometrial  suction  curette 
and  accessories. 

(a}  Identification.  An  endometrial 
suction  curette  is  a  device  used  to 
remove  material  from  the  uterus  and 
from  the  mucosal  lining  of  the  uterus  by 
scraping  and  vacuum  suction.  This 
device  is  used  to  obtain  tissue  for  biopsy 
or  for  menstrual  extraction.  This  generic 
type  of  device  may  include  catheters, 
syringes,  and  tissue  filters  or  traps. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Sect.  513, 701(a),  52  Stat  1055.  90  Stat.  540- 
546  (21  U.S.C  360c,  371(a])) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  60-6749  Filed  2-25-60: 6:45  am) 

BILUNG  CODE  4110-03-M 


21  CFR  Part  884 

IOocketNo.78N-1111] 

Obstetrical  and  Gynecological 
Devices;  Ciassification  of  Endometrial 
Washers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endometrial  washers 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 

This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427-  ' 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the  J 


Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19902)  a  proposed  regulation  to 
classify  endometrial  washers  into  class 
III  (premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  S  884.1185,  to  read  as 
follows: 

§  884.1 185  Endometrial  washer. 

(a)  Identification.  An  endometrial 
washer  is  a  device  used  to  remove 
materials  from  the  endometriiun  (the 
mucosal  lining  of  the  uterus)  by  washing 
with  water  or  saline  solution  and  then 
aspirating  with  negative  pressure.  This 
device  is  used  to  study  endometrial 
cyctolo^  (cells). 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27. 1980. 

(Secs.  513, 701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C  360c,  371(a)).) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  60-5750  FUed  2-25-60;  6:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  884 

(Docket  No.  78N-1 112] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Uterotubal 
Carbon  DIoidde  Insufflators  and 
Accessories 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (IDA)  is  issuing  a  final 
rule  classifying  uterotubal  carbon 
dioxide  insufflators  and  accessories  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 


to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  Mardl  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  acitivities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19903)  a  proposed  regulation  to 
classify  uterotubal  carbon  dioxide 
insufflators  and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

However,  certain  statements  in  the 
sections  of  the  proposal  describing  the 
“Summary  of  reasons  for 
recommendation”  and  “Risks  to  health” 
presented  by  the  device  are  no  longer 
considered  appropriate.  Because  FDA 
has  determined  that  an  electrical  system 
is  not  an  accessory  to  this  device,  die 
references  to  “electrical  standards”  and 
“risk  of  electrical  shock”  are  not 
applicable  to  this  device  and  should  be 
considered  deleted. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  i  864.1300,  to  read  as 
follows: 

§  884.1300  Uterotubal  carbon  dioxide 
insuffiator  and  accessories. 

(a)  Identification.  A  uterotubal  carbon 
dioxide  insufflator  and  accessories  is  a 
device  used  to  test  the  patency  (lack  of 
obstruction)  of  the  fallopian  tubes  by 
pressurizing  the  uterus  and  fallopian 
tubes  and  ^ing  them  with  carbon 
dioxide  gas. 

(b)  Classification.  Class  II 
(performance  standards). 
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Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a),  52  Stat  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolpii, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc  80.«7n  Filed  2-25-80;  8:45  am| 

BILUNG  CODE  4110-02-M 


21  CFR  Part  884 
(Docket  No.  78N-1 113] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Perineometers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  perineometers  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assiu«  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  MFORMAXION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19904)  a  proposed  regulation  to 
classify  perineometers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However.  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a}))  and  imder  authority 


delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1425,  to  read  as 
follows: 

§  884.1425  Perineometer. 

(a)  Identification.  A  perineometer  is  a 
device  consisting  of  a  fluid-filled  sack 
for  intravaginal  use  that  is  attached  to 
an  external  manometer.  The  devices 
measure  the  strength  of  the  perineal 
muscles  by  offering  resistence  to  a 
patient’s  voluntary  contractions  of  these 
muscles  and  is  used  to  diagnose  and  to 
correct,  through  exercise,  uninary 
incontinence  or  sexual  dysfunction. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5752  Filed  2-25-80;  8:45  ami 
BILUNO  CODE  4110-0241 


21  CFR  Part  884 
[Docket  No.  78N-1114] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Amniotic 
Ruid  Samplers  (Amniocentesis  Trays) 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  amniotic  fluid  samplers 
(amniocentesis  trays)  into  class  II 
(performance  standards).  Ute  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SI  :»PLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 


procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19905)  a  proposed  regulation  to 
classify  amniotic  fluid  samplers 
(amniocentesis  trays)  into  dass  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1550,  to  read  as 
follows: 

§884.1550  Amniotic  fluid  sampler 
(amniocentesis  tray). 

(a)  Identification.  An  amniotic  fluid 
sampler  is  a  device  used  for 
amniocentesis  (transabdominal 
aspiration  of  fluid  from  the  amniotic 
sac).  The  sampler  consists  of  disposable 
instruments,  chapes,  specimen 
containers,  and  other  accessories  on  a 
tray. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5753  nied  2-25-80: 8:45  am] 

BIUJNO  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1 115] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal  Blood 
Samplers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  blood  samplers  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  futtue  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
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under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia, 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposal  regulations  classifying 
obstetrical  and  gynecolo^cal  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19906)  a  proposed  regulation  to 
classify  fetal  blood  samplers  into  class 
11  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  S  884.1560,  to  read  as 
follows: 

§  884.1560  Fetal  blood  sampler. 

(a)  Identification.  A  fetal  blood 
sampler  is  a  device  used  to  obtain  fetal 
blood  transcervically  through  an 
endoscope  by  puncturing  the  fetal  skin 
with  a  short  blade  and  drawing  blood 
into  a  heparinized  tube.  The  fetal  blood 
pH  is  determined  and  used  in  the 
diagnosis  of  fetal  distress  and  fetal 
hypoxia. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.a  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5754  Filed  2-25-^  8:45  am] 

BHJJNG  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1116] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Transabdominal  Amnioscopes 
(Fetoscopes)  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  transabdominal 
amnioscopes  (fetoscopes)  and 
accessories  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premaricet  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982  or  90  days  after 
promulgation'of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian.L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiBcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19907)  a  proposed  regulation  to 
classify  transabdominal  amnioscopes 
(fetoscopes)  and  accessories  into  class 
III  (premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055, 90  Stat  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 


adding  new  S  684.1600,  to  read  as 
follows: 

§  884.1600  Transabdominal  amnioscopa 
(fetoscope)  and  accessories. 

(a)  Identification.  A  transabdominal 
amnioscope  is  a  device  designed  to 
permit  direct  visual  examination  of  the 
fetus  by  a  telescopic  system  via 
abdominal  entry.  The  device  is  used  to 
ascertain  fetal  abnormalities,  to  obtain 
fetal  blood  samples,  or  to  obtain  fetal 
tissue.  This  generic  type  of  device  may 
include  the  following  accessories:  trocar 
and  cannula,  instruments  used  through 
an  operating  chaimel  or  through  a 
separate  cannula  associated  with  the 
amnioscope,  light  source  and  cables, 
and  component  parts. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a).  52  Stat  1055,  90  Stat.  5^ 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolidi, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-5755  Filed  2-2S4I0;  8:45  ain| 

BILLING  CODE  411B-03-M 

21  CFR  Part  884 

[Docket  No.  78N-1117] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Colposcopes 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  colposcopes  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medipal  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 


Federal  Register  /  VoL  45,  No.  39  /  Tuesday,  February  26,  1980  /  Rules  and  Regulations  12689 


procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Devices 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR 19909)  a  proposed  regiilation  to 
classify  colposcopes  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055, 90  Stat  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  S  884.1630,  to  read  as 
follows: 

§  884.1630  Colposcopes. 

(a)  Identification.  A  colposcope  is  a 
device  designed  to  permit  direct  viewing 
of  the  tissues  of  the  vagina  and  cervix 
by  a  telescopic  system  located  outside 
the  vagina.  It  is  used  to  diagnose 
abnormalities  and  select  areas  for 
biopsy.  Hiis  generic  type  of  device  may 
include  a  light  source,  cables,  and 
component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a),  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1080 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc  80-6756  Filed  2-25-80;  8:49  am] 

BILUNQ  C006  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1118] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Culdoscopes 
and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  culdoscopes  and 
accessories  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 


This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  29, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Biu«au  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19910)  a  proposed  regulation  to 
classify  culdoscopes  and  accessories 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

However,  a  statement  in  the  section  of 
the  proposal  describing  the  "Risks  to 
Health”  presented  by  the  device  is  no 
longer  considered  appropriate.  The  risk 
to  health  fiom  bums  should  be 
considered  deleted  because  the  device 
itself  cannot  cause  bums. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(4),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  Subpart  B  by  adding 
new  §  884.1640,  to  read  as  follows: 

S  884.1640  Culdoscope  and  accessories. 

(a)  Identification.  A  culdoscope  is  a 
device  designed  to  permit  direct  viewing 
of  the  organs  within  the  peritoneum  by  a 
telescopic  system  introduced  into  the 
pelvic  cavity  through  the  posterior 
vaginal  fornix.  It  is  used  to  perform 
diagnostic  and  surgical  procedures  on 
the  female  genital  organs.  This  generic 
type  of  device  may  include  trocar  and 
cannula,  instruments  used  through  an 
operating  channel,  scope  preheaters, 
light  source  and  cables,  and  component 
parts. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.a  360c.  371(a])) 


Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Doc.  8I>-67S7  nied  2-25-80;  8:45  am) 
BHJJNQ  CODE  4110-03-M 


21  CFR  Part  884 
[Docket  Na  78N-1 119] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Transcervical  Endoscopes 
(Amnioscopes)  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  transcervical 
endoscopes  (amnioscopes)  and 
accessories  into  class  B  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1^6. 
EFFECTIVE  DATE:  March  27, 198a 
FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  206ia  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979^44  FR  19894),  a  proposed 
regulation  ei^laining  the  development 
of  the  proposed  regulations  classifyiiig 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19911)  a  proposed  regulation  to 
classify  transcervical  endoscopes 
(amnioscopes)  and  accessories  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  conunents  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
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amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1660.  to  read  as 
follows: 

§  884.1660  Transcervical  endoscope 
(amnioscope)  and  accessories. 

(a)  Identification.  A  transcervical 
endoscope  is  a  device  designed  to 
permit  direct  viewing  of  the  fetus  and 
amniotic  sac  by  means  of  an  open  tube 
introduced  into  the  uterus  through  the 
cervix.  The  device  may  be  used  to 
visualize  the  fetus  or  amniotic  fluid  and 
to  sample  fetal  blood  or  amniotic  fluid. 
This  generic  type  of  device  may  include 
obturators,  instruments  used  through  an 
operating  channel,  light  sources  and 
cables,  and  component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513. 701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a])] 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  aO-5758  Piled  Z-2S-«0;  8:45  am) 

eiLUNQ  fODE  4110-03-M 

21  CFR  Part  884 

(Docket  No.  78N-1120] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Hysteroscopes  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hysteroscopes  and 
accessories  into  class  n  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 


procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classiffcation  PtinelrFDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19912)  a  proposed  regulation  to 
classify  hysteroscopes  and  accessories 
into  class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  S  884.1690.  to  read  as 
follows: 

S  884.1690  Hysteroscope  and 
accessories. 

(a)  Identification.  A  hysteroscope  is  a 
device  used  to  permit  direct  viewing  of 
the  cervical  canal  and  the  uterine  cavity 
by  a  telescopic  system  introduced  into 
the  uterus  throu{^  the  cervix.  It  is  used 
to  perform  diagnostic  and  surgical 
procedures  other  than  sterilization.  This 
generic  type  of  device  may  include 
obturators  and  sheaths,  instruments 
used  through  an  operating  channel, 
scope  preheaters,  light  sources  and 
cables,  and  component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S,C  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doa  80-57SS  Piled  2-25-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  884 

(Docket  No.  76N-1121] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Hysteroscopic  Insufflators 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug- 
Administration  (FDA)  is  issuing  a  ffnal 
rule  classifying  hysteroscopic 
insufflators  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 


future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACr. 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave..  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19913)  a  proposed  regulation  to 
classify  hysteroscopic  insufflators  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly  the  proposed  regulation  is 
being  adopted  without  change. 

However,  a  statement  concerning 
measurement  standards  in  the  section  of 
the  proposal  describing  the  “Summary 
of  Reasons  for  Recommendation"  is 
clarified  as  follows:  “The  Panel  believes 
that  standards  are  necessary  to  ensure 
accuracy  of  controls  and  indicators  for 
pressure  and  flow  rate." 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat  1055, 90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  S  884.17(X),  to  read  as 
follows: 

§  884.1700  Hysteroscopic  insufflator. 

(a)  Identification.  A  hysteroscopic 
insufflator  is  a  device  designed  to 
distend  the  uterus  by  filling  the  uterine 
cavity  with  a  liquid  or  gas  to  facilitate 
viewing  with  a  hysteroscope. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a),  52  StaL  1055,  90  Stat.  540- 
546  (21  U.S.C.  360a  371(a))) 


Federal  Register  /  Vol.  45,  No.  39  /  Tuesday,  February  26,  1980  /  Rules  and  Regulations  12691 


Dated:  January  23, 1980. 

William  E.  Randolph, 

Acting  As$ociate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doe.  80-I7N  FIM  2-16-80;  8:46  am| 
BHXNM  coot  411»-88-«l 


21  CFR  Part  884 

[Docket  No.  78N>1122] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Gynecologic 
Laparoscopes  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  gynecologic 
laparoscopes  and  accessories  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  U  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classihcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19914)  a  proposed  regulation  to 
classify  gynecologic  laparoscopes  and 
accessories  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  regulation  is  being 
adopted  without  change.  However, 
certain  statements  in  the  sections  of  the 
proposal  describing  the  “Summary  of 
reasons  for  recommendation,"  the 
“Summary  of  data  on  which  the 
recommendation  is  based,”  and 
“References”  need  clarification. 

In  the  section,  “Summary  of  reasons 
for  recommendation,”  the  sentence. 


“The  Panel  recommends  thermal 
insulation  of  the  device  assembly  to 
prevent  bums  from  unsafe  heat 
dissipation”  should  be  considered 
deleted.  Another  sentence,  “The  Panel 
also  states  that  the  use  of  the  device  is 
contraindicated  for  cardiac  or 
pulmonary  patients,  in  the  presence  of 
diaphragmatic  hernia,  bowel  obstruction 
or  abdominal  mass  and  during  the 
second  or  third  trimester  of  pregnancy,” 
should  read  as  follows:  “The  Panel  also 
states  that  the  use  of  the  device  is 
contraindicated  in  severe  cardiac  or 
pulmonary  patients,  in  the  presence  of 
large  diaphragmatic  hernia  and  in  bowel 
obstruction,  and  during  the  third 
trimester  of  pregnancy.” 

In  the  section,  “Summary  of  data  on 
which  the  recommendation  is  based,” 
the  statement  concerning  the  risk  of 
bum  and  electric  shock  associated  with 
the  endoscopic  light  source  is 
inappropriate  and  should  be  considered 
deleted.  Only  Bber  optic  (cold  light) 
lenses  are  now  used  as  a  light  source  in 
laparoscopy.  Therefore,  reference 
number  3  should  also  be  considered 
deleted. 

Therefore,  under  the  Federal  Food, 
Dmg,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Dmgs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1720,  to  read  as 
follows: 

§  884. 1720  Gynecologic  laparoscope  and 
accessories. 

(a)  Identification.  A  gynecologic 
laparoscope  is  a  device  used  to  permit 
direct  viewing  of  the  organs  within  the 
peritoneum  by  a  telescopic  system 
introduced  through  the  abdominal  wall. 

It  is  used  to  perform  diagnostic  and 
surgical  procedures  on  the  female 
genital  organs.  This  generic  type  of 
device  may  include:  trocar  and  cannula, 
instruments  used  through  an  operating 
channel,  scope  preheater,  light  source 
and  cables,  and  component  parts. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulotory  Affairs. 

(FR  Doc.  80-8761  Filed  2-2S-80:  8;4S  am) 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1 123] 

Obstetrical  and  Gynsooiogioal 
Devicss;  Classification  of 
Laparoscopic  Insufflators 

agency:  Food  and  Drug  Administratioa. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Dmg 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  laparoscopic  insufflators 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19915)  a  proposed  regulation  to 
classify  laparoscopic  insufflators  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

However,  a  statement  concerning 
measurement  standards  in  the  section  of 
the  preamble  describing  the  “Summary 
of  Reasons  for  Recommendation”  is  * 
clarified  as  follows:  “The  Panel  believes 
that  standards  are  necessary  to  ensure 
accuracy  of  controls  and  indicators  for 
pressure  and  flow  rate.” 

Therefore,  under  the  Federal  Food, 
Dmg,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.1730,  to  read  as 
follows: 
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S  884.1730  Laparoscopic  insufflators. 

(a)  Identification.  A  laparoscopic 
insufflator  is  a  device  used  to  facilitate 
the  use  of  the  laparoscopie  by  filling  the 
peritoneal  cavity  with  gas  to  distend  it. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, -701(a).  52  Stat.  1055. 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5762  Filed  2-25-80;  8:45  am) 

eiLUNG  COOE  411(MI3-M 

21  CFR  Part  884 

[Docket  No.  78N-1124] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Data  Analyzers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  data  analyzers 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  eac^  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
relation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19916)  a  proposed  regulation  to 
classify  obstetric  data  analyzers  into 
class  III  (premarket  approval).  A  period 


of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  one  comment  received  on  the 
proposal  stated  that  an  obstetric  data 
analyzer  replaces  the  judmient  of  a 
physician  vdth  a  series  of  automatic 
electronic  circuits  that  indicate  clinical 
diagnosis. 

The  agency  agrees  with  this  comment 
and  is  making  minor  changes  to  clarify 
the  identification  of  the  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  ^ese  changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  864.2050,  to  read  as 
follows: 

§  884.2050  Obstetric  data  analyzer. 

(a)  Identification.  An  obstetric  data 
analyzer  (i.e..  fetal  status  data  analyzer) 
is  a  device  used  during  labor  to  analyze 
electronic  signal  data  obtained  fi'om 
fetal  and  maternal  monitors  and  to 
indicate  clinical  diagnosis  of  fetal  well¬ 
being.  This  generic  type  of  device  may 
include  signal  analysis  and  display 
equipment,  electronic  interfaces  for 
other  equipment  and  power  supplies 
and  component  parts. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a),  52  Stat  1055, 90  Stat.  54G- 
546  (21  U.S.C.  360c,  371(a))) 

Dated;  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-5783  FUed  2-25-80;  6:45  am] 

BILLING  COOE  411IM)3-M 

21  CFR  Part  884 

[Docket  Na  78N-1125] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric- 
Gynecologic  Ultrasonic  Imagers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric-gynecologic 
ultrasonic  imagers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 


the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yiiu  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19893),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19917)  a  proposed  regulation  to 
classify  obstetric-gynecologic  ultrasonic 
imagers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  tinder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  by  adding  new 
Subpart  C  and  S  884.2225,  to  read  as 
follows: 

Subpart  C— Obstetrical  and 
Gynecological  Monitoring  Devices 

§  884.2225  Obstetric-gynecologic 
ultrasonic  imager. 

(a)  Identification.  An  obstetric- 
gynecologic  ultrasonic  imager  is  a 
device  designed  to  transmit  and  receive 
ultrasonic  energy  into  and  from  a  female 
patient  by  pulsed  echoscopy.  This 
device  is  used  to  provide  a  visual 
representation  of  some  physiological  or 
artificial  structure,^or  of  a  fetus,  for 
diagnostic  purposes  during  a  limited 
period  of  time.  This  generic  type  of 
device  may  include  the  following:  signal 
analysis  and  display  equipment, 
electronic  interfaces  for  other 
equipment,  patient  and  equipment 
supports,  coupling  gel,  and  component 
parts.  This  generic  type  of  device  does 
not  include  devices  used  to  monitor  the 
changes  in  some  physiological  condition 
over  long  periods  of  time. 
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(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(S«C8.  513,  701(a),  52  Slat.  1055,  90  Slat.  540- 
546  (21  U.S.C.  360c.  371(a)}) 

Dated;  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-5764  Filed  2-25-80.  8:45  ain| 

BILUNG  COOC  411(H)3-M 

21  CFR  Part  884 

[Docket  No.  78N-1126) 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal  Cardiac 
Monitors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  foetal  cardiac  monitors 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiHcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19919)  a  proposed  regulation  to 
classify  fetal  cardiac  monitors  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit'written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  in  th''  identiHcation  of  this 
device  to  clarify  that  the  regulation 
applies  only  to  the  abdominal 
electrocardiography  modality  of  fetal 


heart  rate  monitoring.  Other  modalities, 
such  as  phonocardiograms,  doppler 
ultrasound  monitors,  or  fetal  soalp 
electrodes,  are  classified  in  regulations 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conunissioner  of  Food  and  Drugs  is 
amending  Part  684  in  Subpart  C  by 
adding  new  §  884.2600,  to  read  as 
follows: 

§  884.2600  Fetal  cardiac  monitor. 

(a)  Identification.  A  fetal  cardiac 
monitor  is  a  device  used  to  ascertain 
fetal  heart  activity  during  pregnancy 
and  labor.  The  device  is  designed  to 
separate  fetal  heart  signals  ft'om 
maternal  heart  signals  by  analyzing 
electrocardiographic  signal  (electrical 
potentials  generated  during  contraction 
and  relaxation  of  heart  muscle)  obtained 
from  the  maternal  abdomen  with 
external  electrodes.  This  generic  type  of 
device  may  include  an  alarm  that 
signals  when  the  heart  rate  crosses  a 
preset  threshold.  This  generic  type  of 
device  includes  the  “fetal 
cardiotachometer  (with  sensors)"  and 
the  "fetal  electrocardiographic  monitor." 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffoirs. 

(FR  Doc.  80-5765  Filed  2-25-80;  8:45  am) 

BILLING  CODE  41 10-03-M 

21  CFR  Part  884 

[Docket  No.  78N-1127] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal 
Eiectroencephalographic  Monitors 

AGENCY:  food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  fetal 
eiectroencephalographic  monitors  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 


application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19920)  a  proposed  regulation  to 
classify  fetal  eiectroencephalographic 
monitors  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2620,  to  read  as 
follows: 

§  884.2620  Fetal  eiectroencephalographic 
monitor. 

(a)  Identification.  A  fetal 
eiectroencephalographic  monitor  is  a 
device  used  to  detect,  measure,  and 
record  in  graphic  form  (by  means  of  one 
or  more  electrodes  placed 
transcervically  on  the  fetal  scalp  during 
labor)  the  rhythmically  varying 
electrical  skin  potentials  produced  by 
the  fetal  brain. 

(b)  Clossification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 
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Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  a0-S766  Filed  2-25-80:  8:45  ain| 

8ILUNQ  CODE  4110-03-M 

21  CFR  Part  684 
[Docket  No.  7IN-1128] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal 
Phonocardiographic  Monitors  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule'. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  phonocardiographic 
monitors  and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27,  1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave..  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19921)  a  proposed  regulation  to 
classify  fetal  phonocardiographic 
monitors  and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

"nierefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513,' 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2640,  to  read  as 
follows: 

§  664.2640  Fetal  phonocardiographic 
monitor  and  accessories. 

(a)  Identification.  A  fetal 
phonocardiographic  monitor  is  a  device 
designed  to  detect,  measure,  and  record 
fetal  heart  sounds  electronically,  in 
graphic  form,  and  noninvasively,  to 
ascertain  fetal  condition  during  labor. 
This  generic  type  of  device  includes  the 
following  accessories:  signal  analysis 
and  display  equipment,  patient  and 
equipment  supports,  and  other 
component  parts. 

'  (b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  Tliis  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  StaL  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs, 

(FR  Doc.  80-5787  Filed  2-25-80: 8:45  am| 

BILLING  CODE 

21  CFR  Part  864 
[Docket  No.  78N-1129I 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal 
Ultrasonic  Monitors  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  ultrasonic  monitors 
and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

effective  date:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical,  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetricsd  and  gynecological  devices, 
the  medical  device  classification 


procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19922)  a  proposed  regulation  to 
classify  fetal  ultrasonic  monitors  and 
accessories  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2660,  to  read  as 
follows: 

§  684.2660  Fetal  ultrasonic  monitor  and 
accessories. 

(a)  Identification.  A  fetal  ultrasonic 
monitor  is  a  device  designed  to  transmit 
and  receive  ultrasonic  energy  into  and 
from  the  pregnant  woman,  usually  by 
means  of  continuous  wave  (doppler) 
echoscopy.  The  device  is  used  to 
represent  some  physiological  condition 
or  characteristic  in  a  measured  value 
over  a  period  of  time  (e.g.,  perinatal 
monitoring  during  labor)  or  in  an 
immediately  perceptible  form  (e.g.,  use 
of  the  ultasonic  stethoscope).  This 
generic  type  of  device  may  include  the 
following  accessories:  signal  analysis 
and  display  equipment,  electronic 
interfaces  for  other  equipment,  patient 
and  equipment  supports,  and  component 
parts.  This  generic  type  of  device  does 
not  include  devices  used  to  image  some 
relatively  unchanging  physiological 
structure  or  interpret  a  physiological 
conditioiL  but  does  include  devices 
which  may  be  set  to  alarm  automatically 
at  a  predetermined  threshold  value. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs, 

|FR  Doc.  80-5768  Filed  2-25-80: 8:45  am| 

BILLING  CODE  4110-03-M 
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21  CFR  Part  884 

[Docket  No.  78N-1130] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal  Scalp 
Circular  (Spiral)  Electrodes  and 
Applicators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  scalp  circular 
(spiral)  electrodes  and  applicators  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assiu'e  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device  • 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19924)  a  proposed  regulation  to 
classify  fetal  scalp  circular  (spiral) 
electrodes  and  applicators  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA.  ' 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2675,  to  read  as 
follows: 

§  684.2675  Fetal  scalp  circular  (spiral) 
electrode  and  applicator. 

(a)  Identification.  A  fetal  scalp 
circular  (spiral)  electrode  and  applicator 


is  a  device  used  to  obtain  fetal 
electrocardiogram  during  labor  and 
delivery.  It  establishes  electrical  contact 
between  fetal  skin  and  an  external 
monitoring  device  by  a  shallow 
subcutaneous  puncture  of  fetal  scalp 
tissue  with  a  curved  needle  or  needles. 
This  generic  type  of  device  includes 
nonreusable  spiral  electrodes  and 
reusable  circular  electrodes. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055. 90  Slat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-5769  Filed  2-25-80-,  8  45  «m) 

BILLING  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1131] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal  Scalp 
Clip  Electrodes  and  Applicators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  scalp  clip 
electrodes  and  applicators  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 


Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19925)  a  proposed  regulation  to 
classify  fetal  scalp  clip  electrodes  and 
applicators  into  class  III  (premaricet 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  i: '  Subpart  C  by 
adding  new  §  884.2685,  to  read  as 
follows: 

§  884.2685  Fetal  scalp  clip  electrode  and 
applicator. 

(a)  Identification.  A  fetal  scalp  clip 
electrode  and  applicator  is  a  device 
designed  to  establish  electrical  contact 
between  fetal  skin  and  an  external 
monitoring  device  by  means  of  pinching 
skin  tissue  with  a  nonreusable  clip.  This 
device  is  used  to  obtain  a  fetal 
electrocardiogram.  This  generic  type  of 
device  may  include  a  clip  electrode 
applicator. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1(»5, 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Assaciate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-5770  Filed  2-25-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  884 

(Docket  No.  78N-1132] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Intrauterine 
Pressure  Monitors  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intrauterine  pressure 
monitors  and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  U  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
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the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1976  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19926)  a  proposed  regulation  to 
classify  intrauterine  pressure  monitors 
and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  to  clarify  the  identification  of  the 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2700,  to  read  as 
follows: 

§  884.2700  Intrauterine  pressure  monitor 
and  accessories. 

(a)  Identification.  An  intrauterine 
pressure  monitor  is  a  device  designed  to 
detect  and  measure  intrauterine  and 
amniotic  fluid  pressiue  with  a  catheter 
placed  transcervically  into  the  uterine 
cavity.  The  device  is  used  to  monitor 
intensity,  duration,  and  frequency  of 
uterine  contractions  during  labor.  This 
generic  type  of  device  may  include  the 
following  accessories:  signal  analysis 
and  display  equipment,  patient  and 
equipment  supports,  and  componeift 
parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513. 701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5771  FUed  2-25-80: 8:45  amj 

BILLING  CODE  4110-03-M 

21  CFR  Part  884 
{Docket  No.  78N-1133] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  External 
Uterine  Contraction  Monitors  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  uterine 
contraction  monitors  and  accessories 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FUR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19927)  a  proposed  regulation  to 
classify  external  uterine  contraction 
monitors  and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  in  the  identification  of  the  device 
to  clarify  that  this  device,  which 
indirectly  measures  uterine  activity,  can 
indicate  only  relative  pressure  of  the 
contractions.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2720,  to  read  as 
follows: 

§  884.2720  External  uterine  contraction 
monitor  and  accessories. 

(a)  Identification.  An  external  uterine 
contraction  monitor  (i.e.,  the 
tokodynamometer)  is  a  device  used  to 
monitor  the  progress  of  labor.  It 
measures  the  duration,  frequency,  and 
relative  pressure  of  uterine  contractions 
with  a  transducer  strapped  to  the 
maternal  abdomen.  This  generic  type  of 
device  may  include  an  external  pressure 
transducer,  support  straps,  and  other 
patient  and  equipment  supports. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-8772  Filed  2-25-80;  8:45  am] 

BILLING  CODE  411(MI3-M 

21  CFR  Part  884 

[Docket  N0.78N-11341 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Perinatal 
Monitoring  Systems  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  perinatal  monitoring 
systems  and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  i8  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

effective  date:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
{HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 
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SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiHcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gjmecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19928)  a  proposed  regulation  to 
classify  perinatal  monitoring  systems 
and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
in  the  identiHcation  of  the  device.  FDA 
has  deleted  from  the  identiHcation  the 
words  stating  that  the  device  is  used  to 
assess  the  well-being  of  the  mother 
during  pregnancy,  labor,  and  delivery, 
because  the  primary  purpose  of  the 
perinatal  monitoring  system  is  to  assess 
the  well-being  of  the  fetus.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  B  by 
adding  new  §  884.2740,  to  read  as 
follows: 

§  884.2740  Perinatal  monitoring  system 
and  accessories. 

(a)  Identification.  A  perinatal 
monitoring  system  is  a  device  used  to 
show  graphically  the  relationship 
between  maternal  labor  and  the  fetal 
heart  rate  by  means  of  combining  and 
coordinating  uterine  contraction  and 
fetal  heart  monitors  with  appropriate 
displays  of  the  well-being  of  the  fetus 
during  pregnancy,  labor,  and  delivery. 
This  generic  type  of  device  may  include 
any  of  the  devices  subject  to 

§§  884.2600,  884.2640,  884.2660,  884.2675, 
884.2700,  and  884.2720.  This  generic  type 
of  device  may  include  the  following 
accessories:  central  monitoring  system 
and  remote  repeaters,  signal  analysis 
and  display  equipment,  patient  and 
equipment  supports,  and  component 
parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27. 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 


Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5773  Filed  2-25-80: 8:45  am| 
BILLING  CODE  4110-02-M 


21  CFR  Part  884 

[Docket  No.  78N-1135] 

Obstetrical  and  Gyneocoiogical 
Devices;  Classification  of  Fetal 
Stethoscopes 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  stethoscopes  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTWE  DATE:  March  27, 1980 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19931)  a  proposed  regulation  to 
classify  fetal  stethoscopes  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  8  884.2900,  to  read  as 
follows: 


§  884.2900  Fetal  stethoscope. 

(a)  Identification.  A  fetal  stethoscope 
is  a  device  used  for  listening  to  fetal 
heart  sounds.  It  is  designed  to  transmit 
the  fetal  heart  sounds  not  only  through 
sound  channels  by  air  conduction,  but 
also  througli  the  user’s  head  by  tissue 
conduction  into  the  user's  ears.  It  does 
not  use  ultrasonic  energy.  This  device  is 
designed  to  eliminate  noise  interference 
commonly  caused  by  handling 
conventional  stethoscopes. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  380c,  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5774  Filed  2-25-80: 8:45  am| 

BILLING  CODE  4110-03-11 


21  CFR  Part  884  ^ 

[Docket  N0.78N-1136] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Ultrasonic  Transducers  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  ultrasonic 
transducers  and  accessories  into  class  II 
‘(performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA  i 

published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed  f 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices,  ^ 
the  medical  device  classification  | 

procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
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FR  19931)  a  proposed  regulation  to 
classify  obstetric  ultrasonic  transducers 
and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  C  by 
adding  new  §  884.2960,  to  read  as 
follows: 

§  884.2960  Obstetric  ultrasonic 
transducer  and  accessories. 

(a)  Identification.  An  obstetric 
ultrasonic  transducer  is  a  device  used  to 
apply  ultrasonic  energy  to,  and  to 
receive  ultrasonic  energy  from,  the  body 
in  conjunction  with  an  obstetric  monitor 
or  imager.  The  device  converts  electrical 
signals  into  ultrasonic  energy,  and  vice 
versa,  by  means  of  an  assembly  distinct 
from  an  ultrasonic  generator,  lliis 
generic  type  of  device  may  include  the 
following  accessories:  coupling  gel, 
preamplifiers,  amplifiers,  signal 
conditioners  with  their  power  supply, 
connecting  cables,  and  component  parts. 
This  generic  type  of  device  does  not 
include  devices  used  to  generate  the 
ultrasonic  frequency  electrical  signals 
for  application. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated;  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-5775  Filed  2-25-80:  8:45  am) 

BILLING  CODE  4110-03-M  . 

21  CFR  Part  884 
[Docket  No.  78N-1137] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Cervical 
Drains 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cervical  drains  into  class 


II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave,,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiflcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19933)  a  proposed  regulation  to 
classify  cervical  drains  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  aOthority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  by  adding  new 
Subpart  D  and  new  §  884.3200,  to  read 
as  follows: 

Subpart  D — Obstetrical  and 
Gynecological  Prosthetic  Devices 

§  884.3200  Cervical  Drains. 

(a)  Identification.  A  cervical  drain  is  a 
device  designed  to  provide  an  exit 
channel  for  draining  discharge  from  the 
cervix  after  pelvic  surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-5776  Filed  2-25-80;  8:45  am] 

BlUINQ  CODE  4110-03-M 

21  CFR  Part  884 
[Docket  No.  78N-1138] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Vaginal 
Pessaries 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vaginal  pessaries  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  imposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiBcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19934)  a  proposed  regulation  to 
classify  vaginal  pessaries  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  D  by 
adding  new  §  884.3575,  to  read  as 
follows: 
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§  864.3575  Vaginal  pessary . 

(a)  Identification.  A  vaginal  pessary  is 
a  removable  structure  placed  in  the 
vagina  to  support  the  pelvic  organs  and 
is  used  to  treat  conditions  such  as 
uterine  prolapse  (falling  down  of  uterus), 
uterine  retroposition  (backward 
displacement),  or  gjmecologic  hernia. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
elective  March  27, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5777  Filed  2-25-80:  8:45  am| 

BILLING  CODE  411(M)3-M 


21  CFR  Part  884 

lOocket  No.  76N-1140] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fallopian 
Tube  Prostheses 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fallopian  tube 
prostheses  into  class  11  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 
for  further  information  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiBcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19935)  a  proposed  regulation  to 
classify  fallopian  tube  prostheses  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 


No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546;  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  D  by 
adding  new  §  884.3650,  to  read  as 
follows; 

§  884.3650  Fallopian  tuba  prosthesis. 

(a)  Identification.  A  fallopian  tube 
prosthesis  is  a  device  designed  to 
maintain  the  patency  (openness)  of  the 
fallopian  tube  and  is  used  after 
reconstructive  surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  380c.  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5778  Filed  2-25-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1 1411 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Vaginal 
Stents 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vaginal  stents  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  Tliis  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1978  (44  FR  19894),  a  proposed 
regulation  explaining  the  development  « 


of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Devices 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19936)  a  proposed  regulation  to 
classify  vaginal  stents  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  D  by 
adding  new  §  884.3900,  to  read  as 
follows: 

§  884.3900  Vaginal  stent 

(a)  Identification.  A  vaginal  stent  is  a 
device  used  to  enlarge  the  vagina  by 
stretching,  or  to  support  the  vagina  and 
to  hold  a  skin  graft  after  reconstructive 
surgery. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Sees.  513,  701(a),- 52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5779  Filed  2-25-80:  8:45  am| 

BILLING  CODE  411IMI3-M 


21  CFR  Part  884 

[Docket  No.  78N-1 1421 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Endoscopic 
EIpctrocautery  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule.  ' 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  endoscopic 
electrocautery  and  aepessories  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 


12700  Federal  Register  /  Vol.  45.  No.  39  /  Tuesday.  February  26,  1980  /  Rules  and  Regulations 


approval  applicaticm  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19937)  a  proposed  regulation  to 
classify  endoscopic  electrocautery  and 
accessories  into  class  111  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  by  adding  new 
Subpart  E  and  new  §  884.4100,  to  read  as 
follows: 

Subpart  E— Obstetrical  and 
Gynecological  Surgical  Devices 

§  884.4100  Endoscopic  electrocautery 
and  accessories. 

(a)  Identification.  An  endoscopic 
electrocautery  is  a  device  used  to 
perform  female  sterilization  under 
endoscopic  observation.  It  is  designed  to 
coagulate  fallopian  tube  tissue  with  a 
probe  heated  by  low-voltage  energy. 

This  generic  type  of  device  may  include 
the  following  accessories:  electrical 
generators,  probes,  and  electrical 
cables. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 


(Secs.  513,  701(a),  52  Stat  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs, 

(FR  Doc.  80-5780  Ffled  2-25-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1 143] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Gynecologic 
Electrocautery  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Rnal 
rule  classifying  gynecologic 
electrocautery  and  accessories  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA  ' 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classifleation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19938)  a  proposed  regulation  to 
classify  gynecologic  electrocautery  and 
accessories  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR*  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4120,  to  read  as 
follows: 

§  884.4120  Gynecologic  electrocautery 
and  accessories. 

(a)  Identification.  A  gynecologic 
electrocautery  is  a  device  designed  to 
destroy  tissue  with  high  temperatures  by 
tissue  contact  with  an  electrically 
heated  probe.  It  is  used  to  excise 
cervical  lesions,  perform  biopsies,  or 
treat  chronic  cervicitis  under  direct 
visual  observation.  This  generic  type  of 
device  may  include  the  following 
accessories:  an  electrical  generator,  a 
probe,  and  electrical  cables. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5781  Filed  2-25-80;  8:45  um) 

BILUNG  CODE  4110-4)3-M 


21  CFR  Part  884 

[Docket  No.  78N-1144] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Bipolar 
Endoscopic  Coagulator-Cutters  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  bipolar  endoscopic 
coagulator-cutters  and  accessories  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555, 


Federal  Register  /  Vol.  45,  No.  39  /  Tuesday.  February  26,  1980  /  Rules  and  Regulations  12701 


SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiHcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19939)  a  proposed  regulation  to 
classify  bipolar  endoscopic  coagulator- 
cutters  and  accessories  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4150,  to  read  as 
follows: 

§  884.4 1 50  Bipolar  endoscopic 
coagulator-cutters  and  accessories. 

(a)  Identification.  A  bipolar 
endoscopic  coagulator-cutter  is  a  device 
used  to  perform  female  sterilization  and 
other  operative  procedures  under 
endoscopic  observation.  It  destroys 
tissue  with  high  temperatures  by 
directing  a  high  frequency  electrical 
current  through  tissue  between  two 
electrical  contacts  of  a  probe.  This 
generic  type  of  device  may  include  the 
following  accessories:  an  electrical 
generator,  probes,  and  electrical  cables. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective,  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a].  52  Stat.  1065,  90  Stat.  540- 
546  (21  U.S.C  380c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doa  80-5782  Filed  2-25-80;  8:45  am] 

BULUNO  CODE  4110-0^ 


21  CFR  Part  884 
[Docket  No.  78N-1 145] 

Obstetrical  and  Gynecological 
Devicee;  Classification  of  Unipolar 
Endoscopic  Coagulator-Cutters  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  unipolar  endoscopic 
coagulator-cutters  and  accessories  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assiue  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave,,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19940)  a  proposed  regulation  to 
classify  unipolar  endoscopic  coagulator- 
cutters  and  accessories  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

.  No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
adopted  without  change.  However,  FDA 
adds  the  following  statement  to  the 
section  of  the  proposal  setting  forth  the 
“Risks  to  Health”  presented  by  the 
device  due  to  bums:  “Even  when  the 
recommended  electrical  requirements 
for  this  device  are  followed,  the 
nonconductive  sleeve  of  the  scope  is 
dangerous  and  should  not  be  used.”  This 
caution  is  based  on  reported  cases  of 
bowel  bums  from  devices  having 
nonconductive  sleeves. 

Therefore,  under  the  Federal  Food, 
Dmg,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Dmgs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  $  884.4160,  to  read  as 
follows: 

§  884.4160  Unipolar  endoscopic 
coagulator-cutter  and  accessories. 

(a)  Identification.  A  unipolar 
endoscopic  coagulator-cutter  is  a  device 
designed  to  destroy  tissue  with  high 
temperatures  by  directing  a  high 
frequency  electrical  current  through  the 
tissue  between  an  energized  probe  and 
a  grounding  plate.  It  is  used  in  female 
sterilization  and  in  other  operative 
procedures  under  endoscopic 
observation.  This  generic  type  of  device 
may  include  the  following  accessories: 
an  electrical  generator,  probes  and 
electrical  cables,  and  a  patient 
grounding  plate.  This  generic  type  of 
device  does  not  include  devices  used  to 
perform  female  sterilization  under 
hysteroscopic  observation. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27. 1980. 

(Secs.  513,  701(a),  52  Stat  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-5783  RJed  2-25-80;  8:45  am] 

BILLING  CODE  4118-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1146] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Expandable 
Cervical  Dilators 

agency:  Food  and  Drug  Administration. 
action:  Final  mle. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
mle  classifying  expandable  cervical 
dilators  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  ni  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 
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FOM  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19941)  a  proposed  regulation  to 
classify  expandable  cervical  dilators 
into  class  UI  (premarket  approval).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  in  the  identification  of  the 
device.  FDA  has  substituted  the  words 
‘‘the  cervical  os”  in  place  of  ‘‘the  cervix” 
because  the  function  of  the  device  is  to 
stretch  the  cervical  os  in  order  to  gain 
access  to  the  uterine  cavity. 

Accordingly,  the  proposed  regulation  is 
being  adopted  with  this  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4250,  to  read  as 
follows: 

§  884.4250  Expandable  cervical  dHator. 

(a)  Identification.  An  expandable 
cervical  dilator  is  an  instrument  with 
two  handles  and  two  opposing  blades 
used  manually  to  dilate  (stretch  open) 
the  cervical  os. 

(b)  Classification.  Class  Ill  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-S784  Filed  2-25-80;  8:45  am) 

BILUNQ  CODE  411(MI3-M 


21  CFR  Part  884 

(Docket  No.  78N-1147] 

Obstatricai  and  Qynacofogicat 
Devicae;  Clessiffcation  of  Hygroseopit 
Laminaria  Carvioai  DHators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  llie  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hygroscopic  Laminaria 
cervical  dilators  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaning  the  development  of 
the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19942)  a  proposed  regulation  to 
classify  hygroscopic-laminaria 
{Laminaria)  cervical  dilators  into  class 
n  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  one  comment  received  on  this 
proposal  pointed  out  that  the 
identification  for  hygroscopic-laminaria 
cervical  dilators  did  not  include  the 
seaweed  variety.  Laminaria  japonica, 
which  is  also  used  in  manufacturing 
hygroscopic  Laminaria  cervical  dilators. 

The  agency  agrees  with  this  comment 
and  is  making  minor  changes  in  the 
identification  of  the  hygroscopic 
Laminaria  cervical  dilator  to  make  it 
clear  that  it  includes  cervical  dilators 
made  from  the  seaweed.  Laminaria 
japonica.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 


delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4260,  to  read  as 
follows: 

§  884.4260  Hygroaeopie  Laminerto 
cervical  dHator. 

(a)  Identification.  A  hygroscopic 
Laminaria  cervical  dilator  is  a  device 
designed  to  dilate  (stretch  open)  the 
cervical  os  by  cervical  insertion  of  a 
conical  and  expansible  material  made 
fi'om  the  root  of  a  seaweed  {Laminaria 
digitata  or  Laminaria  japonica).  The 
device  is  used  to  induce  abortion. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

JFR  Doc.  80-5785  Filed  2-25-80;  a45  am] 

BILLINQ  CODE  4110-03-M 

21  CFR  Part  884 

(Docket  No.  78N-1148] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Vibratory 
Cervical  Dilators 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vibratory  cervical 
dilators  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 


f 
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April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regxilations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19943)  a  proposed  regulation  to 
classify  vibratory  cervical  dilators  into 
class  III  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
in  the  identification  of  the  device  by 
substituting  the  words  “to  dilate  the 
cervical  os”  in  place  of  “to  enlarge  the 
cervix”  because  the  function  of  the 
device  is  to  stretch  the  cervical  os  in 
order  to  gain  access  to  the  uterine 
cavity.  FDA  also  has  clarified  that  this 
device  is  not  to  be  used  during  labor 
when  a  viable  fetus  is  desired  or 
anticipated.  Accordingly,  the  proposed 
regulation  is  being  adoped  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  S  884.4270.  to  read  as 
follows: 

i  884.4270  Vibratory  cervical  dilators. 

(a)  Identification.  A  vibratory  cervical 
dilator  is  a  device  designed  to  dilate  the 
cervical  os  by  stretching  it  with  a 
power-driven  vibrating  probe  head.  The 
device  is  used  to  gain  access  to  the 
uterus  or  to  induce  abortion,  but  is  not 
to  be  used  during  labor  when  a  viable 
fetus  is  desired  or  anticipated. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  State.  1055.  90  Stat.  540- 
546  (21  U.S.C  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5786  Filed  S-25-80C  8:45  am] 

miLUNG  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1 149] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Fetal 
Vacuum  Extractors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  vacutun  extractors 
into  class  n  (performance  standards). 
The  efiect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave..  Silver  Spring.  MD  20910, 301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  propos^  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19944)  a  proposed  regulation  to 
classify  fetal  vacuum  extractors  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  VFiitten  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  to  clarify  the  function  of  the 
device.  FDA  has  made  a  minor  change 
in  the  identification  of  the  device.  With 
respect  to  the  section  of  the  proposal 
describing  the  “Risks  to  health” 
presented  by  the  device.  FDA  adds  that 
improper  application  of  the  device  may 
cause  injuries  to  the  cervix  and  vagina, 
as  well  as  fetal  trauma. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055, 90  Stat.  540-54&(21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  $  884.4340,  to  read  as 
follows; 


§  684.4340  Fetal  vacuum  extractor. 

(a)  Identification.  A  fetal  vacuum 
extractor  is  a  device  used  to  facilitate 
delivery.  The  device  enables  traction  to 
be  applied  to  the  fetal  head  (in  the  birth 
canal)  by  means  of  a  suction  cup 
attached  to  the  scalp  and  is  powered  by 
an  external  vacuum  source.  This  generic 
type  of  device  may  include  the  cup. 
hosing,  vacuum  source,  and  vacuum 
control. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27. 1980. 

(Secs.  513.  7(n(a).  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5787  Filed  Z-25-80;  8:45  am] 
eiLUNG  CODE  4110-03-M 

21  CFR  Part  884 

(Docket  No.  78N-1150] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Forceps 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  forceps  into 
class  n  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19945)  a  proposed  regulation  to 
classify  obstetric  forceps  into  class  II 
(performance  standards).  A  period  of  60 
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days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  to  clarify  the  identification  of 
this  device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E.  by 
adding  new  §  884.4400,  to  read  as 
follows; 

§  884.4400  Obstetric  forceps. 

(a)  Identification.  An  obstetric  forceps 
is  a  device  consisting  of  two  blades, 
with  handles,  designed  to  grasp  and 
apply  traction  to  the  fetal  head  in  the 
birth  passage  and  facilitate  delivery. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-5788  Filed  3-25-80:  8:45  am] 

BUUNG  CODE  4110-03-M 


21  CFR  Part  .884 
[Docket  No.  78N-1 151] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Fetai  Destructive  Instruments 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  fetal 
destructive  instruments  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1978. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
{HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 


Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Refister  of 
April  3, 1979  (44  FR 19893),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19946)  a  proposed  regulation  to 
classify  obstetric  fetal  destructive 
instruments  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884. in  Subpart  E  by 
adding  new  $  884.4500,  to  read  as 
follows: 

884.4500  Obstetric  fetal  destructive 
instrument 

(a)  Identification.  An  obstetric  fetal 
destructive  instrument  is  a  device 
designed  to  crush  or  pull  the  fetal  body 
to  facilitate  the  delivery  of  a  dead  or 
anomalous  (abnormal)  fetus.  This 
generic  type  of  device  includes  the 
cleidoclast,  cranioclast,  craniotribe,  and 
destnictive  hook. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc  80-5788  Filed  2-25-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  No.  78N-1152] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric- 
Gynecologic  General  Manual 
Instruments 

agency:  Food  and  Drug  Administration. 


action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric-gynecologic 
general  manual  instruments  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19946)  a  proposed  regulation  to 
classify  obstetric-gynecologic  general 
manual  instruments  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  these  devices. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  the  uterine 
clamp  and  the  fiberoptic  metal  vaginal 
speculum  by  accurately  describing  their 
factions.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4520,  to  read  as 
follows: 

§  884.4520  Obstetric-gynecologic  general 
manual  instrument. 

(a)  Identification.  An  obstetric- 
gynecologic  general  manual  instrument 
is  one  of  a  group  of  devices  used  to 
perform  simple  obstetric  and 
gynecologic  manipulative  functions. 

This  generic  type  of  device  consists  of 
the  following: 

(1)  An  episiotomy  scissors  is  a  cutting 
instrument,  with  two  opposed  shearing 
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blades,  used  for  surgical  incision  of  the 
vulvar  orifice  for  obstetrical  purposes. 

(2)  A  fiberoptic  metal  vaginal 
speculum  is  a  metal  instrument  with 
fiberoptic  light,  used  to  expose  and 
illuminate  the  interior  of  the  vagina. 

(3)  A  metal  vaginal  speculum  is  a 
metal  instrument  used  to  expose  the 
interior  of  the  vagina. 

(4)  An  umbilical  scissors  is  a  cutting 
instrument  with  two  opposed  shearing 
blades,  used  to  cut  the  umbilical  cord. 

(5)  A  uterine  clamp  is  an  instrument 
used  to  hold  the  uterus  by  compression. 

(6)  A  uterine  packer  is  an  instrument 
used  to  introduce  dressing  into  the 
uterus  or  vagina. 

(7)  A  vaginal  applicator  is  an 
instrument  used  to  insert  medication 
into  the  vagina. 

(8)  A  vaginal  retractor  is  an 
instrument  used  to  maintain  vaginal 
exposure  by  separating  the  edges  of  the 
vagina  and  holding  back  the  tissue. 

(9)  A  gynecological  fibroid  hook  is  an 
instrument  used  to  exert  traction  upon  a 
fibroid. 

(10)  A  pelvimeter  (external)  is  an 
instrument  used  to  measure  the  external 
diameters  of  the  pelvis. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated;  January  23, 1980. 

William  F.  Randolph,  ^ 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-5790  Filed  2-Z5-8ft  8:45  am) 

BILUNQ  CODE  4110-03-M 


21  CFRPart  884 
(Docket  No.  78N-1153] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric- 
Gynecologic  Specialized  Manual 
Instruments 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARYvThe  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric-gynecologic 
specialized  manual  instruments  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
'  published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19948)  a  proposed  regulation  to 
classify  obstetric-gynecologic 
specialized  manual  Instruments  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However.  FDA  has  made  minor  changes 
to  clarify  the  identification  of  the  fixed 
cervical  dilator,  gynecological  surgical 
forceps,  gynecological  cerclage  needle, 
uterine  sound,  gynecological  biopsy 
forceps,  and  fiberoptic  nonmetal  vaginal 
speculum.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  32  Stat.  1055,  90  Stat.  540-546  (21 
U.S.G.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4530,  to  read  as 
follows: 

§  884.4530  Obstetric-gynecologic 
specialized  manual  instrument 

(a)  Identification.  An  obstetric- 
gynecologic  specialized  manual 
instrument  is  one  of  a  group  of  devices 
used  during  obstetric-gynecologic 
procedures  to  perform  manipulative 
diagnostic  and  surgical  functions  (e.g., 
dilating,  grasping,  measuring,  and 
scraping),  where  structural  integrity  is 
the  chief  criterion  of  device 
performance.  This  type  of  device 
consists  of  the  following: 

(1)  An  amniotome  is  an  instrument 
used  to  rupture  the  fetal  membranes. 

(2)  A  circumcision  clamp  is  an 
instrument  used  to  compress  the 
foreskin  of  the  penis  during  circumcision 
of  a  male  infant. 

(3)  an  umbilical  clamp  is  an 
instrument  used  ta  compress  the 
umbilical  cord. 


(4)  A  uterine  curette  is  an  instrument 
used  to  scrape  and  remove  material 
from  the  uterus. 

(5)  A  fixed-size  cervical  dilator  is  any 
of  a  series  of  bougies  of  various  sizes 
used  to  dilate  the  cervical  os  by 
stretching  the  cervix. 

(6)  A  uterine  elevator  is  an  instrument 
inserted  into  the  uterus  used  to  lift  and 
manipulate  the  uterus. 

(7)  A  gynecological  surgical  forceps  is 
an  instrument  with  two  blades  and 
handles  used  to  pull,  grasp,  or  compress 
during  gynecological  examination. 

(8)  A  cervical  cone  knife  is  a  cutting 
instrument  used  to  excise  and  remove 
tissue  from  the  cervix. 

(9)  A  gynecological  cerclage  needle  is 
a  looplike  instrument  used  to  suture  the 
cervix. 

(10)  A  hook-type  contraceptive 
intrauterine  device  (lUD)  remover  is  an 
instrument  used  to  remove  an  lUD  from 
the  uterus. 

(11)  A  gynecological  fibroid  screw  is 
an  instrument  used  to  hold  onto  a 
fibroid. 

(12)  A  uterine  sound  is  an  instrument 
used  to  determine  the  depth  of  the 
uterus  by  inserting  it  into  the  uterine 
cavity. 

(13)  A  cytological  cervical  spatula  is  a 
blunt  instrument  used  to  scrape  and 
remove  cytological  material  from  the 
surface  of  the  cervix  or  vagina. 

(14)  A  gynecological  biopsy  forceps  is 
an  instrument  with  two  blades  and 
handles  used  for  gynecological  biopsy 
procedures. 

(15)  A  uterine  tenaculum  is  a  hooklike 
instrument  used  to  seize  and  hold  the 
cervix  or  fundus. 

(16)  An  internal  pelvimeter  is  an 
instrument  used  within  the  vagina  to 
measure  the  diameter  and  capacity  of 
the  pelvis. 

(17)  A  nonmetal  vaginal  speculum  is  a 
nonmetal  instrument  used  to  expose  the 
interior  of  the  vagina. 

(18)  A  fiberoptic  nonmetal  vaginal 
speculum  is  a  nonmetal  instrument,  with 
fiberoptic  light,  used  to  expose  and 
illuminate  the  interior  of  the  vagina. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatoty  Affairs. 

(FR  Ooc.  80-5791  Filed  2-25-80;  8^45  em) 

BILUNG  CODE  4110-G2-M 
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21  CFR  Part  864 
[Docket  No.  78N-11541 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Gynecologic 
Surgical  Lasers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  gynecologic  surgical 
lasers  into  class  U  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regiilations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  ahd  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Registn  (44 
FR  19949)  a  proposed  regulation  to 
classify  gynecologic  surgical  lasers  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4550,  to  read  as 
follows: 

§  884.4550  Gynecologic  surgical  laser. 

(a)  Identification.  A  gynecologic 
surgical  laser  is  a  continuous  wave 
carbon  dioxide  laser  designed  to  destroy 
tissue  thermally  or  to  remove  tissue  by 
radiant  light  energy.  The  device  is  used 
only  in  conjunction  with  a  colposcope  as 


part  of  a  gynecological  surgical  system. 
A  colposcope  is  a  magnifying  lens 
system  used  to  examine  the  vagina  and 
cervix. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  TTiis  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5792  Rled  2-28-80;  B;4S  ami 
BILUNQ  CODE  4110-0S-M 

21  CFR  Part  884 
[Docket  No.  78N-1155] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Tables  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  tables  and 
accessories  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  ot  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  March  27, 1980.  ‘  . 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION;  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19950)  a  proposed  regulation  to 
classify  obstetric  tables  and  accessories 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  one  conunent  received  on  this 
proposal  suggested  that  the  Panel 
recommendation  of  use  of  a  manual 
override  of  power  monitors  would  not 


enhance  the  safety  or  effectiveness  of 
powered  obstetric  tables  and  that  a 
requirement  of  a  manual  override  would 
increase  the  cost  of  the  device  without 
increasing  patient  or  physician  benefit. 

The  agency  is  not  proposing  any 
standards  in  this  regulation.  The  agency 
will  consider  this  issue  at  the  time 
performance  standards  for  obstetric 
tables  and  accessories  are  developed. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  any  change. 

Therefore,  imder  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imd  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  E  by 
adding  new  §  884.4900,  to  read  as 
follows:  ^ 

§  884.4900  Obstetric  table  and 
accessories. 

(a)  Identification.  An  obstetric  table  is 
a  device  with  adjustable  sections 
designed  to  support  a  patient  in  the 
various  positions  required  during 
obstetric  and  gynecologic  procedures. 
This  generic  type  of  device  may  include 
the  following  accessories:  patient 
equipment,  support  attachments,  and 
cabinets  for  warming  instruments  and 
disposing  of  wastes. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1^. 

(Secs.  513,  701(a),  52  Stat  1065, 90  Stat  540- 
546  (21  U.S.a  360c,  371(a)) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5793  Filed  2-25-80;  8:45  am] 

BILUNQ  CODE  41t0-03-M 

21  CFR  Part  884 
[Docket  No.  78N-1156] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
-Metreurynter-BaHoon  Abortion 
Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  metreurynter-balloon 
abortion  systems  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  that  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includee  information 
concerning  safety  and  effectiveness 
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tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  g3mecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19951)  a  proposed  regulation  to 
classify  metreurynter-balloon  abortion 
systems  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  a  minor 
change  in  the  identification  of  this 
device,  by  clarifying  that  the  extraction 
of  the  inflated  device  from  the  uterus 
causes  dilation  of  the  cervical  os. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  this  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  by  adding  new 
Subpart  F  and  new  §  884.5050,  to  read  as 
follows: 

Subpart  F— Obstetrical  and 
Gynecological  Therapeutic  Devices 

§  884.5050  Metreurynter-balloon  abortion 
system. 

(a)  Identification.  A  metreurynter- 
balloon' abortion  system  is  a  device  used 
to  induce  abortion.  The  device  is 
inserted  into  the  uterine  cavity,  inflated, 
and  slowly  extracted.  The  extraction  of 
the  balloon  from  the  uterus  causes 
dilation  of  the  cervical  os.  This  generic 
type  of  device  may  include  pressure 
sources  and  pressure  controls. 


(b)  Classification.  Class  111  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a).  52  Stat  1055.  90  Stat.  540- 
546  (21  U.S.C  360c.  371(a)) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Ooc.  80-5794  Filed  2-25-60;  845  am| 

BILUNG  CODE  4110-03-M 


21  CFR  Part  684 
(Docket  No.  78N-1157] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Vacuum 
Abortion  Systems 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vacuum  abortion 
systems  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug . 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19952)  a  proposed  regulation  to 
classify  vacuum  abortion  systems  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
commments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (Secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5070,  to  read  as 
follows: 

§  884.5070  Vacuum  abortion  system. 

(a)  Identification.  A  vacuum  abortion 
system  is  a  device  designed  to  aspirate 
transcervically  the  products  of 
conception  or  menstruation  from  the 
uterus  by  using  a  cannula  connected  to  a 
suction  source.  This  device  is  used  for 
pregnancy  termination  or  menstrual 
regulation.  This  type  of  device  may 
include  aspiration  cannula,  vacuum 
source,  and  vacuum  controller. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371  (a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-5795  Filed  2-25-80. 8:45  ain| 

BILLING  CODE  4110-03-M 


CFR  Part  884 
(Docket  No.  78N-1 158) 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Obstetric 
Anesthesia  Sets 

AGENCY:  Food  and  Drug  Administration. 
ACTION;  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  obstetric  anesthesia  sets 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposal 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
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procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR 19953]  a  proposed  regulation  to 
classify  obstetric  anesthesia  sets  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device, 
accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5100,  to  read  as 
follows: 

§  884.5100  Obstetric  anesthesia  set 

(a)  Identification.  An  obstetric 
anesthesia  set  is  an  assembly  of 
antiseptic  solution,  needles,  needle 
guides,  syringes,  and  other  accessories, 
intended  for  use  with  an  anesthetic 
drug.  This  device  is  used  to  administer 
regional  blocks  (e.g.,  paracervical, 
uterosacral,  and  pudendal]  that  may  be 
used  during  labor,  delivery,  or  both. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  317(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-5796  Piled  2-25.80;  8:45  amj 
BILLING  CODE  4110-03-M 


21  CFR  Part  884 
[Docket  No.  78N-1159] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Nonpowered 
Breast  Pumps 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nonpowered  breast 
pumps  into  class  1  (general  controls). 

The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 


EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19954)  a  proposed  regulation  to 
classify  nonpowered  breast  pumps  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5150,  to  read  as 
follows: 

§  884.5 1 50  Nonpowered  breast  pump. 

(a)  Identification.  A  nonpowered 
breast  pump  is  a  manual  suction  device 
used  to  express  milk  from  the  breast. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-5797  Filed  2-25-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  884 
(Docket  No.  78N-1160) 

'Obstetrical  and  Gynecological 
Device^  Classification  of  Powered 
Breast  Pumps 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administraion  (FDA)  is  issuing  a  final 
rule  classifying  powered  breast  pumps 
into  class  II  (performance  standards), 
the  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  FURTHER  INFORMATION 
CONTACT:  Lillian  L.  Yin,  Bureau  of 
Medical  Devices  (HFK-470),  Food  and 
Drug  Administration,  Department  of 
Health,  Education,  and  Welfare,  8757 
Georgia  Ave.,  Silver  Spring,  MD  20910, 
301-427-7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19955)  a  proposed  regulation  to 
classify  powered  breast  pumps  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371  (a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5160,  to  read  as 
follows: 

§  884.5160  Powered  breast  pump. 

(a)  Identification.  A  powered  breast 
pump  in  an  electrically  powered  suction 
device  used  to  express  milk  from  the 
breast. 


Federal  Register  /  Vol.  45,  No.  39  /  Tuesday,  February  26.  1980  /  Rules  and  Regulations  12709 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980 

(Secs.  513,  701(a),  52  Stat.  1055. 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a])) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  B0-57W  Filed  2-25^80;  8:45  am] 

BtUJNG  CODE  411IMI3-H 


21  CFR  Part  884 

[Docket  No.  78N-1162] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Abdominal 
Decompression  Chambers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  abdominal 
decompression  chambers  into  class  111 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPtEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  g}mecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19957)  a  proposed  regulation  to 
classify  abdominal  decompression 
chambers  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 


1.  The  one  comment  that  was  received 
on  the  proposal  objected  to  classifying 
the  device  into  class  III  because  the 
device  would  not  be  available  for  those 
who  wish  to  use  it 

The  agency  disagrees  with  the 
comment.  Classifying  a  device  into  class 
III  does  not  necessarily  mean  the  device 
will  be  more  difficult  to  obtain.  Each 
manufachirer  of  a  device  classified  into 
class  III  will  have  at  least  30  months 
after  the  effective  date  of  the  ffnal 
regulation  classifying  the  device  into 
class  III  to  submit  to  FDA  an  application 
for  approval  of  the  manufacturer’s 
device.  Manufacturers  may  continue 
marketing  the  device  during  the  30- 
month  period.  If  a  manufacturer’s 
application  is  approved,  the 
manufacturer  may  continue  to  market 
the  device  indefinitely.  FDA  believes 
that  30  months  is  sufficient  time  for  a 
manufacturer  to  document  the  safety 
'and  effectivenes  of  its  device  and  to 
submit  an  application  for  approval.  Nor 
does  classification  into  class  III  prevent 
the  manufacturer  from  distributing  the 
device  for  investigational  use,  to  collect 
safety  and  effectiveness  data. 

Persons  who  disagree  with  the 
classification  of  a  device  may  petition 
for  reclassification  under  Subpart  C  of 
Part  860  (21  CFR  Part  860). 

2.  The  conunent  also  stated  that,  in 
addition  to  relieving  pain,  the  device 
provides  other  benefits  such  as 
improved  fetal  oxygenation  during  late 
pregnancy  and  reduced  incidence  of 
toxemia.  'The  comment  further  stated 
that  the  use  of  the  device  does  not 
present  risk  of  supine  hypotension 
described  in  the  proposed  regulation 
because  the  patient  is  elevated  to  a  45- 
degree  angle  during  use  of  the  device.  In 
addition,  the  comment  stated  that  in  20 
years  of  use,  there  have  been  no  reports 
of  illness  or  injury;  therefore,  the 
benefits  from  the  device  outweigh  the 
risks. 

The  agency  does  not  believe  that 
adequate  data  exist  to  substantiate  the 
above  claims  or  to  determine  the 
device’s  risk/benefit  ratio.  Accordingly, 
the  proposed  regulation  is  being  adopted 
without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  $  884.5225,  to  read  as 
follows; 

§  664.5225  Abdominal  decompression 
chamber. 

(a)  Identification.  An  abdominal 
decompression  chamber  is  a  hoodlike 


device  used  to  reduce  pressure  on  the 
pregnant  patient’s  abdomen  for  the  relief 
of  abdominal  pain  during  pregnancy  or 
labor. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  3n(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  affairs. 

pH  Doc.  80-5798  Filed  2-2S-80;.8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  884 
[Docket  No.  78N-1 161] 

Obstetrical  and  Gynecological 
Devices:  Classification  of  Cervical 
Caps 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cervical  caps  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  'This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19956)  a  proposed  regulation  to 
classify  cervical  caps  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

1.  One  comment  objected  to 
classifying  cervical  caps  into  class  II 
(performance  standards)  and  suggested 
that  this  device  be  classified  into  class  I. 
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Several  other  comments  stated  there 
have  been  no  reported  cases  of  adverse 
tissue  reaction  or  trauma  associated 
with  the  use  of  the  device. 

For  the  reasons  given  in  the  proposal. 
FDA  believes  that  the  device  is 
appropriately  classified  into  class  II.  The 
comments  did  not  submit  any  additional 
data  or  information  not  considered  by 
FDA  before  publishing  the  proposal. 

2.  Several  conunents  stated  that 
cervical  caps  should  be  available  for 
contraceptive  use.  Some  of  these 
comments  requested  that  more  clinical 
studies  be  conducted  to  support  the 
safety  and  effectiveness  of  cervical  caps 
for  contraceptive  use;  a  few  also 
requested  that  FDA  fund  the  clinical 
studies. 

The  agency  is  not  aware  that  cervical 
caps  were  in  commercial  distribution  in 
the  United  States  for  contraceptive  use 
before  May  28, 1976,  the  enactment  date 
of  the  Medical  Device  Amendments. 
Accordingly,  the  cervical  cap  for 
contraceptive  use  is  classified  into  class 
III  (premarket  approval)  by  section 
513(f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(f)).  Unless 
the  device  is  reclassified  or  is  the 
subject  of  an  approved  application  for 
premarket  approval,  cervical  caps  may 
be  used  only  as  investigational 
contraceptive  devices  to  collect  data  on 
safety  and  effectiveness.  Because 
available  data  are  insufficient,  the 
agency  agrees  with  the  comments  that 
suggested  that  clinical  studies  be 
conducted  to  determine  the  safety  and 
effectiveness  of  cervical  caps  for 
contraceptive  use.  FDA  encourages 
interested  persons  to  conduct  these 
clinical  studies.  However,  the  agency 
does  not  customarily  fund  studies 
intended  to  evaluate  investigational 
devices. 

3.  Several  comments  requested  that 
high  priority  be  given  to  the 
establishment  of  performance  standards 
for  contraceptive  use  of  cervical  caps. 

The  agency  has  proposed  that  cervical 
caps  used  for  collection  of  menstrual 
flow  or  to  aid  in  artificial  insemination 
be  classified  into  class  II.  However,  this 
device  cannot  be  commercially 
distributed  for  contraceptive  purposes 
until  there  are  sufficient  data  to  support 
the  device’s  safety  and  effectiveness  for 
such  a  purpose  and  until  the  device  is 
reclassified  or  is  the  subject  of  an 
approved  application  for  premarket 
approval.  FDA  explained  the  procedure 
used  to  assign  priorities  for  the 
development  of  performance  standards 
for  class  II  devices,  in  the  Federal 
Register  of  April  3, 1979  (44  FR 19896). 
Further  explanation  of  FDA  device 
standards  policy  is  provided  in 


documents  published  in  the  Federal 
Register  of  February  1, 1980  (45  FR  7474). 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  SUt  1055,  90  Stat  540^546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5250,  to  read  as 
follows: 

§  884.5250  Cervical  cap. 

(a)  Identification.  A  cervical  cap  is  a 
flexible  cuplike  receptacle  that  fits  over 
the  cervix  to  collect  menstrual  flow  or  to 
aid  artificial  insemination.  This  generic 
type  of  device  is  not  for  contraceptive 
use. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1660. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Dog.  80-5800  Filed  2-2S-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  884 
[Docket  No.  78N-1163] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Condoms 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  condoms  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 


obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  isssue  of  the  Federal  Re^tmr  (44 
FR  19957)  a  proposed  regulation  to 
classify  condoms  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  conunents  to 
FDA. 

1.  One  comment  objected  to  the 
proposal  to  classify  condoms  into  class 
II  because  the  risks  to  health  presented 
by  the  device  are  insignificant.The 
conunent  suggested  that  these  devices 
be  classified  into  class  I. 

FDA  disagrees  with  the  comment.  For 
the  reasons  given  in  the  prqposal,  FDA 
believes  that  condoms  are  appropriately 
classified  into  class  n.  The  comment  did 
not  submit  any  additional  data  or 
information  not  already  considered  by 
the  agency  before  publishing  the 
proposal. 

2.  Another  comment  complained  of 
occasional  breakage  of  condoms  and 
suggested  that  FDA  require 
manufacturers  to  warn  the  user  of 
occasional  condom  breakage.  This 
comment  also  objected  to  the  Panel’s 
recommendation  that  FDA  assign  a  low 
priority  to  the  development  of  standards 
for  these  devices. 

FDA  agrees  that  condom  breakage  is 
an  inherent  problem  associated  with 
manufacturing  practices.  ’The  agency 
believes  that  compliance  with  the  good 
manufacturing  practice  regulations  (21 
CFR  Part  820)  and  performance 
standards  will  reduce  this  problem  to  a 
minimum.  The  agency  has  already 
explained  the  procedme  used  to 
establish  priorities  for  standards 
development  for  class  11  devices  in  the 
Federal  Register  of  April  3. 1979  (44  FR 
19896)  and  believes  that,  at  this  time, 
there  is  no  need  to  disagree  with  the 
Panel’s  recommendation  on  this  matter. 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))),  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5300,  to  read  as 
follows: 

§  884.5300  Condom. 

(a)  Identification.  A.  condom  is  a 
sheath  which  completely  covers  the 
penis  with  a  closely  fitting  membrane. 
The  condom  is  used  for  contraceptive 
and  for  prophylactic  purposes 
(preventing  transmission  of  venereal 
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disease).  The  device  may  also  be  used 
to  collect  semen  to  aid  in  the  diagnosis 
of  infertility. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  SO-SSOl  Piled  2-25-80;  8:45  am| 
eiLUNO  CODE:  4110-03-M 


21  CFR  Part  884 
(Docket  No.  78N-1164] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Contraceptive  Diaphragms  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  contraceptive 
diaphragms  and  accessories  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  n^ATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  YinT  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiffcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19958)  a  proposed  regulation  to 
classify  contraceptive  diaphragms  and 
accessories  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  conunent  that  was  received 
on  the  proposal  objected  to  the 
proposed  dassification  of  contraceptive 


diaphragms  and  accessories  into  class  II 
because  the  risks  to  health  presented  by 
the  device  are  insignificant.  The 
comment  suggested  that  these  devices 
be  classified  into  class  I. 

FDA  disagrees  with  the  comment.  For 
the  reasons  given  in  the  proposal,  FDA 
believes  that  these  devices  need  to  be 
subject  to  a  performance  standard  to 
assure  their  safety  and  effectiveness. 

The  comment  did  not  submit  any 
additional  data  or  information  not 
considered  by  FDA  before  publishing 
the  proposal.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  a  minor 
clarification  of  the  device  identification. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  300c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the  ' 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5350,  to  read  as 
follows: 

§  884.5350  Contraceptive  diaphragm  and 
accessories. 

(a)  Identification.  A  contraceptive 
diaphragm  is  a  closely  fitting  membrane ' 
placed  between  the  posterior  aspect  of 
the  pubic  bone  and  the  posterior  vaginal 
fornix.  The  device  covers  the  cervix 
completely  and  is  used  with  a 
spermicide  to  prevent  pregnancy.  This 
generic  type  of  device  may  include  an 
introducer. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a).  52  Stat  1055, 90  Stat.  540- 
546  (21  U.S.C  360c,  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-S802  Filed  2-25-80;  MS  am) 

9IUJNG  CODE  4110-03-M 

21  CFR  Part  884 
(Docket  No.  78N-1165] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Contraceptive  Intrauterine  Devices 
(lUD)  and  Introducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  contraceptive 
intrauterine  devices  (lUD)  and 
introducers  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 


manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  .the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19959)  a  proposed  regulation  to 
classify  contraceptive  intrauterine 
devices  (lUD)  and  introducers  into  class 
III  (premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  FDA  has  made  minor  changes 
to  clarify  the  identification  of  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

To  aid  readers,  FDA  also  has  added  a 
reference  to  the  labeling  requirements 
for  contraceptive  lUD’s  in  21  CFR 
801.427. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  $  884.5360,  to  read  as 
follows: 

§  884.5360  Contraceptive  intrauterine 
device  (iUD)  and  introducer. 

(a)  Identification.  A  contraceptive 
intrauterine  device  (IUD)  is  a  device 
used  to  prevent  pregnancy.  The  device 
is  placed  high  in  the  uterine  fundus  with 
a  string  extending  fitim  the  device 
through  the  cervical  os  into  the  vagina. 
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This  generic  type  of  device  includes  the 
introducer,  but  does  not  include 
contraceptive  lUD’s  that  function  by 
drug  activity,  which  are  subject  to  the 
new  drug  provisions  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (see 
§  310.502). 

(b)  Classification.  Class  III  (premarket 
approval). 

(c)  Labeling.  Labeling  requirements 
for  contraceptive  lUD’s  are  set  forth  in 
§  801.427. 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 

Regulatory  Affairs. 

pit  Doc.  ao-5803  Filed  2-25-80;  8:45  am] 

BI  LUNG  CODE  4110-413-M 

21  CFR  Part  884 

[Docket  No.  78N-1166] 

Obstetrical  and  Gynecological 
Devices;  Classification  of 
Contraceptive  Tubal  Occlusion 
Devices  (TOD)  and  Introducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  contraceptive  tubal 
occlusion  devices  (TOD)  and 
introducers  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  efiectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices. 


the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19961)  a  proposed  regidation  to 
classify  contraceptive  .tubal  occlusion 
devices  (TOD)  and  introducers  into 
class  ni  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  Regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-S46  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5380,  to  read  as 
follows: 

§  884.5380  Contraceptive  tubal  occlusion 
device  (TOD)  and  introducen  ^ 

(a)  Identification.  A  contraceptive 
tubal  occlusion  device  (TOD)  and 
introducer  is  a  device  designed  to  close 
a  fallopian  tube  with  a  me^anical 
structure,  e.g.,  a  band  or  clip  on  the 
outside  of  the  fallopian  tube  or  a  plug  or 
valve  on  the  inside.  The  devices  are 
used  to  prevent  pregnancy. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

I^^lliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

Pll  Doc.  80-5804  Filed  2-25-80;  8:45  am] 

BILUNO  CODE  4110-03-M 

21  CFR  Part  884 
[Docket  No.  78N-1167] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Perineal 
Heaters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  perineal  heaters  into 
class  n  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 


the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19962)  a  proposed  regulation  to 
classify  perineal  heaters  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5390,  to  read  as 
follows: 

S  884.5390  Perineal  heater. 

(a)  Identification.  A  perineal  heater  is 
a  device  designed  to  apply  heat  directly 
by  contact,  or  indirectly  from  a  radiant 
soiu^e,  to  the  surface  of  the  perineum 
(the  area  between  the  vulva  and  the 
anus)  and  is  used  to  soothe  or  to  help 
heal  the  perineum  after  an  episiotomy 
(incision  of  the  vulvar  orifice  for 
obstetrical  purposes). 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27. 1980. 

(Secs.  513,  701(a).  52  Stat.  1055, 90  StaL  640- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  23, 1980. 

Wiliam  F.  Randolph, 

Acting  Associate  Commission  for  Regulatory 
Affairs. 

(FR  Doc  80.6805  Hied  2-25-80;  8:45  ayi] 

BILUNO  CODE 


Federal  Register  /  Vol.  45,  No.  39  /  Tuesday,  February  26,  1980  /  Rules  and  Regul^;*ions  12713 


21CFRPert894 

[OodMt  Na  7M»>11681 

Obstetrical  and  Gynecological 
Devicee;  Classification  of  Menstrual 
Cups 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  menstrual  cups  into 
class  n  (performance  standards).  The 
effect  of  classifying  a  device  into  class  n 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19963)  a  proposed  regulation  to 
classify  menstrual  cups  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  I^gs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5400,  to  read  as 
follows: 

§  884.5400  Menstrual  cup. 

(a)  Identification.  A  menstrual  cup  is 
a  receptacle  placed  in  the  vagina  to 
collect  menstrual  flow. 

(b)  Classification.  Class  II 
(performance  standards). 


Effective  date:  This  regulaticm  shall  be 
efiective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.SwC  360c,  371(a))) 

Dated:  famiary  23, 1980. 

William  F.  Randolpb, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-5806  Filed  8-25-80;  8:45  am] 

BILUNG  CODE  OIVMIS-M 

21  CFR  Part  884 
[Docket  Na  78N-tt60] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Scented 
Menstrual  Pads 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 
summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  scented  menstrual  pads 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19964)  a  proposed  regulation  to  . 
classify  scented  or  deodorized 
menstrual  pads  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  sulunit  written  comments  to 
FDA. 

1.  One  comment  objected  to 
classifying  scented  menstrual  pads  as 
devices  on  the  grounds  that  these  pads 
are  not  within  die  definition  of  “device” 
in  section  201(h)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C. 

321  (h)).  The  comment  argued  that  there 
is  no  therapeutic  intent  or  claim  made 
for  menstrual  pads,  that  they  are 


intended  only  to  absorb  menstrual  flow, 
and  that  they  are  not  intended  to  have 
any  effect  upon  the  structure  or  any 
function  of  the  bo^.  Hie  comment 
conceded,  however,  that  sterile 
menstrual  pads  sold  to  hospitals  for  use 
in  medically  indicated  conations  are 
devices. 

FDA  disagrees  with  the  comment’s 
belief  that  scented  menstrual  pads  are 
not  devices.  It  is  the  agency’s  judgment 
that  menstrual  pads,  by  virtue  of  their 
intended  purpose  of  collecting  menstrual 
or  other  vaginal  fluids,  affect  a  function 
of  the  body,  and  therefore  are  within  the 
act’s  definition  of  "device.”  This 
position  is  consistent  with  that  taken  by 
the  agency  in  a  letter  dated  February  11. 
1977,  from  its  Chief  Counsel  to  a 
manufacturer  of  menstrual  pads  (Ref.  1). 

2.  A  second  comment  argued  that 
even  if  scented  menstrual  pads  are 
devices,  the  long  history  of  safe  use  of 
the  pads  justifies  their  exemption  from 
the  general  controls  applicable  to 
devices.  The  comment  specifically  urged 
that  manufacturers  of  these  products  be 
exempt  from:  (1)  registration,  listing,  and 
premarket  notification  requirements,  (2) 
recordkeeping  and  reporting 
requirements,  and  (3)  good 
manufacturing  practice  requirements. 

FDA  disagrees  with  the  comment  The 
agency  believes  that  granting  the 
exemptions  suggested  by  the  comment 
would  not  be  in  the  public  interest  that 
compliance  with  the  requirements  fi'om 
which  exemptions  are  suggested  is 
necessary  for  protection  of  the  public 
health,  and  that  compliance  is  not 
unduly  burdensome  for  manufacturers. 

3.  Another  comment  pointed  out  that 
the  absorbent  material  most  commonly 
used  in  scented  deodorized  menstrual 
pads  is  not  cotton,  but  wood  pulp. 
Therefore,  the  comment  recommended 
that,  in  the.  identification,  the  word 
"cotton”  be  replaced  by  the  word 
"cellulosic”. 

FDA  agrees  that  the  most  commonly 
used  material  in  scented  menstrual  p^s 
is  wood  pulp.  Both  wood  pulp  and 
cotton  are  essentially  cellulosic 
materials.  To  reflect  accurately  the 
materials  used  in  these  products,  the 
agency  is  replacing  the  word  "cotton” 
with  the  word  "cellulosic”  in  t)ie 
identification. 

4.  FDA  has  changed  the  name  of  the 
device  to  delete  the  word  "deodorized," 
so  that  the  device  is  now  called  the 
"scented  menstrual  pad.”  FDA  has  made 
this  change  and  similar  changes  in  the 
identification  of  the  device  because 
present  commercial  products  actually 
are  only  scented,  and  are  not 
deodorized.  Menstrual  pads  treated  with 
an  antimicrobial  agent  or  other  drug 
would  be  regulated  as  drugs,  not 
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devices.  FDA  has  clarified  that  the 
regulation  also  applies  to  sterile  scented 
menstrual  pads  for  medically  indicated 
conditions,  such  as  those  used  in 
hospitals. 

5.  The  agency  believes  that 
biocompatibility  standards  are 
necessary  for  scented  menstrual  pads  to 
ensure  adequate  regulation  of  fi'agrance 
materials  that  may  be  added  to  these 
pads.  A  woman  may  use  menstrual  pads 
several  days  each  month  for  most  of  the 
30  to  40  years  in  which  she  menstruates. 
During  this  time  the  pads  contact  the 
woman’s  skin  and  labial  mucosa,  both 
of  which  may  readily  absorb  fragrance 
materials,  some  of  which  may  have 
adverse  effects  (Ref.  2).  Some  fi'agrance 
materials  may  cause  local  irritation, 
allergic  reactions  such  as  allergic 
contact  dermatitis,  or  other  toxic 
reaction.  Friction  fi'om  the  pads  may 
aggravate  these  adverse  effects. 
Although  FDA  does  not  have  evidence 
of  serious  injuries  to  women  fi'om  these 
risks,  there  is  cause  for  concern  about 
widespread  incidence  of  minor  injuries 
associated  with  the  use  of  scented 
menstrual  pads,  in  view  of  their 
extensive  use  and  the  possibility  that 
manufacturers  may  use  fi'agrances 
having  a  potential  for  adverse  effects. 
Biocompatibility  standards  are 
necessary  to  reduce  substantial  risks  to 
users  by  regulating  the  fragrance 
materials  added  to  scented  menstrual 
pads.  As  stated  in  the  regulation 
classifying  unscented  menstrual  pads 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  a  manufacturer  that 
adds  new  fi'agrance  materials  or  makes 
other  modifications  of  scented 
menstrual  pads  which  makes  the  device 
not  substantially  equivalent  to  those 
scented  menstrual  pads  in  commercial 
distribution  before  enactment  of  the 
1976  amendments  is  required  to  submit 
premarket  notification  to  FDA  under 
section  S10(k]  of  the  act  (21  U.S.C. 

360(k))  and  Subpart  E  of  Part  807  of  the 
regulations.  The  modified  device  also  is 
classified  into  class  III  (premarket 
approval)  by  section  513(f)  of  the  act  (21 
U.S.C.  360c(f)). 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 

Reference 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (HFA^-305), 
Food  and  Drug  Administration,  Rm.  4-65, 

5600  Fishers  Lane,  Rockville,  MD  20857,  and 
may  be  seen  by  interested  persons  from  9 
a.m.  to  4  p.m.,  Monday  through  Friday. 

1.  Letter  from  Chief  Counsel,  FDA  to  a 
manufacturer  of  menstrual  pads. 

2.  Fingl,  E.  and  D.  M.  Woodbury,  “General 
Principles,”  in  “The  Pharmacological  Basis  of 
Therapeutics,”  5th  Edition,  edited  by 


Goodman,  L  S.,  and  A.  Gilman,  the 
MacMillan  Co.,  New  York,  p.  8, 1975. 

Therefore,  imder  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a)r52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5425,  to  read  as 
follows: 

S  884.5425  Scented  menstrual  pad. 

(a)  Identification.  A  scented 
menstrual  pad  is  a  device  that  is  a  pad 
made  of  cellulosic  or  synthetic  material 
which  is  used  to  absorb  menstrual  or 
other  vaginal  discharge.  It  has  scent  (i.e., 
fi'agrance  materials)  added  for  aesthetic 
purposes.  This  generic  type  of  device 
includes  sterile  scented  menstrual  pads 
used  for  medically  indicated  conditions, 
but  does  not  include  menstrual  pads 
treated  with  added  antimicrobial  agents 
or  other  drugs. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  StaL  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  February  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5807  Hied  2-25-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  884 

(Docket  No.  78N-1170] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Unscented 
Menstrual  Pads 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  unscented  menstrual 
pads  Into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 

.  the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Dbvice 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19964)  a  proposed  regulation  to 
classify  untreated  menstrual  pads  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  conunents  to 
FDA. 

1.  One  comment  objected  to 
classifying  untreated  menstrual  pads  as 
devices  on  the  grounds  that  these  pads 
are  not  within  the  definition  of  “device” 
in  section  201(h)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
321(h)).  The  comment  argued  that  there 
is  no  therapeutic  intent  or  claim  made 
for  menstrual  pads,  that  they  are 
intended  only  to  absorb  menstrual  flow, 
and  that  they  are  not  intended  to  have 
any  effect  upon  the  structiu'e  or  any 
function  of  the  body. 

FDA  disagrees  with  the  comment’s 
belief  that  menstrual  pads  are  not 
devices.  It  is  the  agency’s  judgment  that 
menstrual  pads,  by  virtue  of  ^eir 
intended  purpose  of  collecting  menstrual 
or  other  vaginal  fluids,  affect  a  function 
of  the  body,  and  therefore  are  within  the 
act’s  definition  of  “device.”  This 
position  is  consistent  with  that  taken  by 
the  agency  in  a  letter  dated  February  11, 
1977,  from  its  Chief  Counsel  to  a 
manufacturer  of  menstrual  pads  (Ref.  1). 

2.  A  second  comment  argued  that 
even  if  imtreated  menstrual  pads  are 
devices,  the  long  history  of  safe  use  of 
the  pads  justifies  their  exemption  from 
general  controls  applicable  to  devices. 
The  comment  specifically  mged  that 
manufacturers  of  these  products  be 
exempt  from:  (1)  registration,  listing,  and 
premarket  notification  requirements,  (2) 
recordkeeping  and  reporting 
requirements,  and  (3)  good 
manufacturing  practice  requirements. 

FDA  disagrees  with  the  comment.  The 
agency  believes  that  granting  the 
exemptions  suggested  would  not  be  in 
the  public  interest,  that  compliance  with 
the  requirements  fi:om  which 
exemptions  are  suggested  is  necessary 
for  protection  of  the  public  health,  and 
that  compliance  is  not  unduly 
burdensome  for  manufacturers. 

3.  Another  comment  pointed  out  that 
the  absorbent  material  most  commonly 
used  in  imtreated  menstrual  pads  is  not 
cotton,  but  wood  pulp.  Therefore,  the 
comment  recommended  that  in  the 
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deRnition  the  word  “cotton”  be  replaced 
by  the  word  “cellulosic.” 

FDA  agrees  that  the  most  commonly 
used  material  in  untreated  menstrual 
pads  is  wood  pulp.  Both  wood  pulp  and 
cotton  are  essentially  cellulosic 
materials.  To  reflect  accurately  the 
materials  used  in  these  products,  the 
agency  is  replacing  the  word  “cotton” 
with  the  word  “ceUalosic”  in  the 
identiflcation. 

4.  FDA  has  changed  the  identification 
to  change  the  term  “untreated”  to 
“unscented”  in  the  name  of  the  device 
and  its  identification  and  to  clarify  that 
the  regulation  also  applies  to  sterile 
unscented  menstrual  pads  for  medically 
indicated  conditions,  such  as  those  used 
in  ho^itals. 

5.  For  the  reasons  discussed  in  a 
regulation  classifying  scented  menstrual 
pads  into  class  II  published  elsewhere  in 
this  issue  of  the  Federal  Register,  FDA  is 
concerned  about  the  toxicity  of  some 
fragrance  materials  added  to  scented 
menstrual  pads  because  of  the 
possibility  that  these  fragrance 
materials  may  be  absorbed  into  the  skin 
or  labial  mucosa  and  some  fragrance 
materials  may  cause  local  irritation, 
allergic  reactions  such  as  allergic 
contact  dermatitis,  or  other  toxic 
reactions.  Because  potentially  harmful 
materials  other  than  fragrance  materials 
may  be  used  in  the  manufacture  of 
unscented  menstrual  pads,  it  can  be 
argued  that  unscented  menstrual  pads 
also  should  be  classifled  into  class  IL 
However,  the  number  of  consumer 
complaints  and  adverse  reaction  reports 
that  FDA  has  received  concerning 
unscented  menstrual  pads  is  relatively 
low.  For  this  reason,  FDA  cannot  now 
justify  classifying  into  class  II  those 
unscented  menstrual  pads  that  are 
subject  to  this  classification  regulation, 
namely,  unscented  menstrual  pads 
consisting  only  of  materials  in  use 
before  enactment  of  the  Medical  Device 
Amendments  of  1976.  Under  the 
premariiet  notification  procedures  under 
section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807  Su^part  E], 
manufacturers  of  all  unscented 
menstrual  pads  are  required  to  notify 
FDA  before  they  make  a  modification  of 
the  device,  if  this  modification  makes 
the  device  not  substantially  equivalent 
to  the  unscented  menstrual  pads  in 
commercial  distribution  before 
enactment  of  the  1976  amendments.  The 
modified  device  also  is  in  class  111 
(premarket  approval)  by  virtue  of 
section  513(f)  of  the  act  (21  U.S.C 
360c(f)). 

FDA  will  consider  reclassifying 
.unscented  menstrual  pads  into  class  11  if 
it  learns,  through  premarket 


notifications,  consumer  complaints, 
adverse  reaction  reports,  or  other 
sources,  that  the  materials  used  in 
unscented  menstrual  pads  present 
sufficient  risk  to  consumers  to  justify 
this  action. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 

Reference 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65, 5600  Fishers 
Lane,  Rockville,  MD  20857,  and  may  be 
seen  by  interested  persons,  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Letter  from  Chief  Counsel  FDA,  to 
a  manufactmer  of  menstrual  pads. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5435  to  read  as 
follows: 

§  884.5435  Unscented  menstrual  pad. 

(a)  Identification.  An  unscented 
menstrual  pad  is  a  device  that  is  a  pad 
made  of  cellulosic  or  synthetic  material 
which  is  used  to  absorb  menstrual  or 
other  vaginal  discharge.  This  generic 
type  of  device  includes  sterile  unscented 
menstrual  pads  used  for  medically 
indicated  conditions,  but  does  not 
include  menstrual  pads  treated  with 
scent  (i.e.,  fragrance  materials)  or  those 
with  added  antimicrobial  agents  or 
other  drugs. 

(b)  Classification.  Class  1  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C  360c.  371(a))) 

Dated:  February  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-5806  Filed  2-25-80;  8:45  8m| 

BILLING  CODE  4110-OS-M 


21  CFR  Part  884 

[Docket  No.  78N-117tl 

Obstetrical  and  Gynecologfcaf 
Devices;  Classfficatfon  of  Scented 
Menstrual  Tampons 

AQENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  scented  menstrual 


tampons  into  class  11  (performance 
standerds).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR 19894)^  a  proposed 
regulation  eiqilaining  the  development 
of  the  propos^  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19965)  a  proposed  regulation  to 
classify  scented  menstrual  tampons  into 
class  H  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
ccxnments  to  FDA. 

1.  One  cmnment  suggested  that 
tampons  do  not  meet  the  definition  of 
“device”  in  section  201(h)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
321(h)). 

FDA  disagrees  with  the  comment.  It  is 
the  agency’s  judgment  that  menstrual 
tampons,  by  virtue  of  their  intended 
purpose  of  collecting  menstrual  and 
other  vaginal  flm'ds,  affect  a  function  of 
the  body,  and  therefore  are  witfiin  the 
act’s  definition  of  “device.’*  This 
position  is  consistent  with  that  taken  by 
the  agency  in  a  letter  dated  February  11, 
1977,  from  its  Chief  Counsel  to  the 
attorneys  for  a  manufacturer  of 
menstrual  tampons  (Ref.  5). 

2.  One  comment  urged  that 
manufacturers  of  these  devices  be 
exempt  from  the  requirements  in  the 
good  manufacturing  practice  (CMP) 
regulation  (21  CFR  P^t  820).  The 
comment  argued  that  scented  menstrual 
tampons  have  been  on  the  market  for 
several  years  and  have  been  proven  to 
be  safe. 

FDA  disagrees  with  the  comment.  The 
agency  believes  that  granting  an 
exemption  from  the  requirements  of  the 
CMP  regulation  would  not  be  in  the 
public  interest,  that  compliance  with  the 
requirements  from  which  exemption  is 
suggested  is  necessary  for  the  protection 
of  the  public  healtlL  and  that 
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compliance  is  not  unduly  burdensome 
for  manufacturers. 

3.  One  comment  objected  to  the 
Panel’s  recommendation  that  the  proper 
size  of  the  tampons  for  young  girls  be 
specified  in  the  labeling,  because  the 
age  of  the  girl  is  not  the  only  factor  that 
affects  the  size  of  the  vagina.  The 
comment  proposed  that  labeling  should 
advise  all  users  about  the  proper  size  of 
tampons.  The  comment  also  objected  to 
the  Panel’s  recommendation  to  display 
prominently  on  the  package  a 
cautionary  statement,  "discontinue  use 
if  sensitivity  or  irritation  occurs."  The 
comment  believes  it  unnecessary  that 
this  statement  appear  prominently  on 
the  package,  if  it  appears  somewhere  in 
the  jiroduct’s  labeling. 

FDA  partially  agrees  with  the 
comment.  The  agency  agrees  with  the 
comment  with  respect  to  the  labeling 
needed  to  inform  all  users  about  the 
proper  size  of  tampons.  However,  the 
agency  believes  that  specific  labeling 
requirements,  including  the  need  for 
warnings  on  labeling  for  tampons, 
should  be  considered  when  performance 
standards  are  developed  for  scented 
menstrual  tampons.  A  separate 
regulation  concerning  labeling  of  these 
devices  may  be  developed,  if  necessary. 

4.  Several  comments  argued  that 
difficult  removal  and  pressure  necrosis 
result  from  consumer  misuse  and  not 
from  swelling  of  the  device  or  use  of 
tampons  of  improper  size. 

The  agency  disagrees  with  these 
*  comments.  FDA  is  aware  that  cervical 
necrosis  is  more  prevalent  with  super¬ 
absorbent  tampons,  which  have  greater 
swelling  capacity  than  regular  tampons. 
FDA  believes  that  regular  use  of 
tampons  of  improper  size  may  result  in 
difficult  removal  of  the  device  and 
cervical  ulceration. 

5.  One  comment  suggested  that  FDA 
should  have  included  "difficult  removal" 
of  tampons  in  the  list  of  "risks  to  health" 
presented  by  the  device.  The  comment 
stated  that  difficult  removal  is  caused 
by  lack  of  anchor  strength  rather  than 
lack  of  wet  strength  of  the  tampon  string 
as  stated  in  the  proposed  regulation.  ’The 
comment  also  stated  that  breakage  of 
tampon  strings  may  be  controlled  by 
compliance  with  the  good  manufacturing 
practice  regulation. 

FDA  partially  agrees  with  the 
comment.  The  agency  believes  that 
difficult  removal  of  tampons  should  be 
considered  among  the  "risks  to  health" 
presented  by  tampons.  ’The  agency 
believes  that  difficult  removal  may  be 
due  to  the  lack  of  anchor  strength  as 
well  as  the  lack  of  wet  strength  of  the 
tampon  string.  However,  the  agency 
believes  that  the  problem  of  string 
breakage  may  be  controlled  by 


performance  standards  for  menstrual 
tampons  as  well  as  by  compliance  with 
the  device  good  manufacturing  practice 
regulation. 

6.  FDA  has  changed  the  name  of  the 
device  to  delete  the  word  "deodorized," 
so  that  the  device  is  now  the  "scented 
menstrual  tampon.”  FDA  made  this 
change  because  present  commercial 
products  are  only  scented  and  are  not 
deodorized.  Tampons  treated  with  an 
antimicrobial  agent  or  other  drug  would 
be  regulated  as  drugs,  not  as  devices. 
FDA  also  has  changed  the  identification 
of  the  device  to  clarify  this  matter. 
Because  the  device  is  made  from  both 
cotton  and  wood  pulp  that  are  cellulosic 
materials,  FDA  has  changed  the 
identification  to  show  the  device  is 
made  from  "cellulosic”  rather  than 
"cotton”  materials. 

7.  Two  comments  objected  to 
classifying  scented  menstrual  tampons 
into  class  II  and  recommended  that  they 
be  classified  into  class  I.  ’The  comments 
also  argued  that  the  recommended 
biocompatibility  standards  are  overly 
conservative. 

’The  agency  disagrees  with  the 
comments  suggesting  that  the  device  be' 
classified  into  class  I.  Biocompatibility 
and  material  standards  are  necessary 
for  menstrual  tampons  to  ensure 
adequate  regulation  of  fragrance 
materials  or  other  materials  that  may  be 
added  to  tampons  to  affect  their 
aesthetic  acceptability,  absorbency,  or 
other  properties.  These  materials  may 
cause  excessive  drying  of  the  mucosal 
surface  of  the  vagina,  leading  to 
microulcerations  and  making  removal 
difficult.  Chronic  production  of  these 
ulcerations  could  cause  clinically 
obvious  lesions  of  the  vagina.  Some 
fi'agrance  materials  or  other  materials 
used  in  tampons  may  cause  local 
irritation,  allergic  reactions  such  as 
allergic  contact  dermatitis,  or  other  toxic 
reaction,  because  mucosal  surfaces 
readily  absorb  materials  (Ref.  1]. 

Because  a  woman  may  use  menstrual 
tampons  several  days  each  month  for 
most  of  the  30  to  40  years  in  which  she 
menstruates,  she  is  exposed  to  the  risks 
of  excessive  drying  of  the  mucosal 
surface  and  the  absorption  of  harmful 
materials  from  tampons  for  an  extended 
time.  Reports  and  published  data  in 
medical  journals  confirm  that  vaginal 
ulceration,  laceration,  and  irritation  may 
be  caused  by  menstrual  tampons  (Refs. 

2  and  3).  Even  if  few  women  experience 
serious  injuries  from  menstrual  tampons, 
there  is  cause  for  concern  about 
widespread  incidence  of  minor  injuries 
associated  with  use  of  these  products,  in 
view  of  their  extensive  use  and  the 
possibility  that  manufacturers  may  add 


materials  having  a  potential  for  adverse 
effects.  FDA  has  received  numerous 
letters  from  consumers  expressing 
concern  about  risks  to  their  health  from 
the  addition  of  harmful  materials  to 
tampons  (Ref.  4).  Biocompatibility  and 
material  standards  are  necessary  to 
reduce  risks  to  consumers  by  regulating 
all  materials  used  in  the  manufactime  of 
menstrual  tampons.  As  stated  in  the 
regulation  classifying  unscented 
menstrual  pads  published  elsewhere  in 
this  issue  of  the  Federal  Register,  a 
manufacturer  that  adds  new  fragrance 
materials  or  makes  other  modifications 
of  scented  menstrual  tampons  which 
make  the  device  not  substantially 
equivalent  to  those  scented  menstrual 
tampons  in  commercial  distribution 
before  enactment  of  the  1976 
amendments  is  required  to  submit 
premarket  notification  to  FDA  under 
section  510(k]  of  the  act  (21  U.S.C. 
360(k))  and  Subpart  E  of  Part  807  of  the 
regulations.  The  modified  device  also  is 
classified  into  class  III  (premarket 
approval)  by  section  513(f)  of  the  act  (21 
U.S.C.  360(f)). 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 
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’Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5460,  to  read  as 
follows: 

§  864.5460  Scented  menstrual  tampon. 

(a)  Identification.  A  scented 
menstrual  tampon  is  a  device  that  is  a 
plug  made  of  cellulosic  or  synthetic 
material  that  is  inserted  into  the  vagina 
and  used  to  absorb  menstrual  or  other 
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vaginal  discharge.  It  has  scent  (i.e., 
fragrance  materials)  added  for  aesthetic 
purposes.  This  generic  type  of  device 
does  not  include  menstrual  tampons 
treated  with  added  antimicrobial  agents 
or  other  drugs. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  February  15, 1980. 

WUliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  so-saoa  Filed  2-25-80;  8:45  am) 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  884 

[Docket  N0.78N-1172] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Unscented 
Menstrual  Tampons 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  unscented  menstrual 
tampons  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classiHcation 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19966)  a  proposed  regulation  to 
classify  untreated  menstrual  tampons 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

1.  One  comment  suggested  that 
tampons  do  not  meet  the  deHnition  of 


‘‘device"  in  section  201(h)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
321(h)). 

FDA  disagrees  with  the  comment.  It  is 
the  agency's  judgment  that  menstrual 
tampons,  by  virtue  of  their  intended 
purpose  of  collecting  menstrual  or  other 
vaginal  fluids,  affect  a  function  of  the 
body,  and  therefore  are  within  the  act’s 
definition  of  "device”.  This  position  is 
consistent  with  that  taken  by  the  agency 
in  a  letter  dated  February  11, 1977,  from 
its  Chief  Coimsel  to  the  attorneys  for  a 
manufacturer  of  menstrual  tampons 
(Ref.  5). 

2.  One  comment  urged  that 
manufacturers  of  these  devices  be 
exempt  from  the  good  manufacturing 
practice  (GMP)  regulation  (21  CFR  Part 
820).  The  comment  argued  that  tampons 
have  been  on  the  market  for  several 
years  and  have  been  proven  to  be  safe. 

FDA  disagrees  with  the  comment.  The 
agency  believes  that  granting  an 
exemption  from  the  requirements  of  the 
GMP  regulation  would  not  be  in  the 
public  interest,  that  compliance  with  the 
requirements  from  which  exemption  is 
suggested  is  necessary  for  the  protection 
of  the  public  health,  and  that 
compliance  is  not  unduly  burdensome 
for  manufacturers. 

3.  One  comment  objected  to  the 
Panel’s  recommendation  that  the  proper 
size  of  tampons  for  young  girls  be 
specified  in  the  labeling,  because  age  of 
the  girl  is  not  the  only  factor  that  affects 
the  size  of  the  vagina.  The  comment 
proposed  that  labeling  advise  all  users 
about  the  proper  size  of  tampons.  The 
comment  also  objected  to  the  Panel’s 
recommendation  that  manufacturers 
display  prominently  on  the  package  a 
cautionary  statement,  "discontinue  use 
if  sensitivity  or  irritation  occurs.”  The 
comment  believes  it  unnecessary  that 
this  statement  appear  prominently  on 
the  package  if  it  appears  somewhere  in 
the  product’s  labeling. 

FDA  partially  agrees  with  the 
comment.  The  agency  agrees  with  the 
comment  with  respect  to  the  labeling 
needed  to  inform  all  users  about  the 
proper  size  of  tampons.  However,  the 
agency  believes  that  specific  labeling 
requirements,  including  the  need  for 
warnings  on  labeling  for  tampons, 
should  be  considered  when  performance 
standards  are  developed  for  unscented 
menstrual  tampons.  A  separate 
regulation  concerning  labeling  of  these 
deAHces  may  be  developed,  if  necessary. 

4.  Several  comments  argued  that 
difficult  removal  and  pressure  necrosis 
result  from  consumer  misuse  and  not 
from  swelling  of  the  device  or  use  of 
tampons  of  improper  size. 

The  agency  disagrees  with  these 
comments.  FDA  is  aware  that  cervical 


necrosis  is  more  prevalent  with  super¬ 
absorbent  tampons,  which  have  greater 
swelling  capacity  than  regular  tampons. 
FDA  believes  that  regular  use  of 
tampons  of  improper  size  may  result  in 
difficult  removal  of  the  device  and 
cervical  ulceration. 

5.  One  comment  pointed  out  that  the 
statement  requiring  proper  sterilization 
of  tampons  in  the  classification  proposal 
is  erroneous. 

FDA  agrees  with  the  comment.  This 
statement  should  be  considered  deleted. 

6.  One  comment  suggested  that  FDA 
should  have  included  "difficult  removal” 
of  tampons  in  the  list  of  “risks  to  health" 
presented  by  the  device.  The  comment 
stated  that  ^fficult  removal  is  caused 
by  lack  of  anchor  strength  rather  than 
lack  of  wet  strength  of  the  tampon  string 
as  stated  in  the  proposed  regulation.  ’The 
comment  also  stated  that  breakage  of 
tampon  strings  may  be  controlled  by 
compliance  with  the  good  manufacturing 
practice  regulation. 

FDA  partially  agrees  with  the 
comment.  ’The  agency  believes  that 
difficult  removal  of  tampons  should  be 
considered  among  the  "risks  to  health" 
presented  by  tampons.  The  agency 
believes  that  difficult  removal  may  be 
due  to  the  lack  of  anchor  strength  as 
well  as  the  lack  of  wet  strength  of  the 
tampon  string.  However,  the  agency 
believes  that  the  problem  of  string 
breakage  may  be  controlled  by 
performance  standards  for  menstrual 
tampons  as  well  as  by  compliance  with 
the  device  good  manufacturing  practice 
regulation. 

7.  Because  the  device  is  made  from 
both  cotton  and  wood  pulp  that  are 
cellulosic  materials,  FDA  has  changed 
the  identification  to  show  the  device  is 
made  from  “cellulosic”  rather  than 
"cotton"  materials.  FDA  also  has 
changed  the  term  “untreated”  to 
"unsceiited”  in  the  name  of  the  device 
and  its  identification. 

8.  Two  comments  objected  to 
classifying  imtreated  menstrual  tampons 
into  class  II  and  recommended  that  they 
be  classified  into  class  I.  The  comments 
also  argued  that  the  recommended 
biocompatibility  standards  are  overly 
conservative. 

The  agency  disagrees  with  the 
comments  suggesting  that  the  device  be 
classified  into  class  I.  Biocompatibility 
and  material  standards  are  necessary 
for  menstrual  tampons  to  ensure 
adequate  regulation  of  the  materials  that 
may  be  added  to  tampons  to  affect  their 
aesthetic  acceptability,  absorbency,  or 
other  properties.  These  materials  may 
cause  excessive  drying  of  the  mucosal 
surface  of  the  vagina,  leading  to 
microulcerations  and  making  removal 
difficult.  Chronic  production  of  these 
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ulcerations  could  cause  clinically 
f>bvious  lesions  of  the  vagina.  Some 
materials  used  in  tampons  may  cause 
local  irritation,  allergic  reactions  such  as 
allergic  contact  dermatitis,  or  other  toxic 
reaction,  because  mucosal  surfaces 
readily  absorb  materials  (Ref.  1). 
Because  a  woman  may  use  menstrual 
tampons  several  days  each  month  for 
most  of  the  30  to  40  years  in  which  she 
menstruates,  she  is  exposed  to  die  risk 
of  absorption  of  harmM  materieds  from 
tampons  for  an  extended  time.  Reports 
and  published  data  in  medical  journals 
confirm  that  vaginal  ulceration, 
laceration,  and  irritation  may  be  caused 
by  menstrual  tampons  (Refs.  2  and  3). 
Even  if  few  women  experience  serious 
injuries  from  menstrual  tampons,  there 
is  cause  for  concern  about  widespread 
incidence  of  minor  injuries  associated 
with  use  of  these  products,  in  view  of 
their  extensive  use  and  the  possibility 
that  manufacturers  may  add  materials 
having  a  potential  for  adverse  effects. 
FDA  has  received  numerous  letters  from 
consumers  expressing  concern  about 
risks  to  their  health  ^m  the  addition  of 
harmful  materials  to  tampons  (Ref.  4). 
Biocompatibility  and  material  standards 
are  necessary  to  reduce  risks  to 
consumers  by  regulating  ah  materials 
used  in  the  manufacturer  of  menstrual 
tampons.  As  stated  in  the  regulation 
classifying  unscented  menstrual  pads 
published  elsewhere  in  this  ls§ue  of  the 
Federal  Register,  a  manufacturer  that 
adds -materials  or  makes  other 
modifications  of  unscented  menstrual 
tampons  which  makes  the  device  7,iot 
substantially  equivalent  to  those 
unscented  menstrual  tampons  in 
conunercial  distribution  before 
enactment  of  the  1976  amendments  is 
required  to  submit  premarket 
notification  to  FDA  under  section  510(k) 
of  the  act  (21  U.S.C.  360(k]]  and  Subpart 
E  of  Part  807  of  the  regulations.  The 
modified  device  also  is  dassiHed  into 
class  III  (premarket  approval]  by  section 
513(f)  of  the  act  (21  U.S.C.  360c(Q]. 

Accordingly,  the  proposed  r^ulation 
is  being  adopted  with  Uiese  changes. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic’Act  (secs.  513, 
701(a),  52  Stat,  1055, 90  Stat.  540-546  (21 
U.S.C.  380c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5470,  to  read  as 
follows: 

§  684.5470  Unacented  menstrual  tampon. 

(a)  Identification.  An  unscented 
menstrual  tampon  is  a  device  that  is  a 
plug  made  of  cellulosic  or  synthetic 
material  that  is  inserted  into  the  vagina 
and  used  to  absorb  menstrual  or  other 
vaginal  discharge.  This  generic  type  of 
device  does  not  include  menstrual 
tampons  treated  with  scent  (i.e., 
fragrance  materials)  or  those  with  added 
antimicrobial  agmts  or  other  drugs. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U,S.C.  360c.  371(a))) 

Dated:  February  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs.  ‘ 

(FR  Doc.  ao-sno  Piled  2-25-80;  ftlS  am] 
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21  CFR  Part  884 
[Docket  No.  78N-1 1731 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Therapeutic 
Vaginal  Douche  Apparatus 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  tiherapeutic  vaginal  . 
douche  apparatus  into  class  n 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standeu'ds  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken ' 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 


(HFK-470),  Food  axid  Drug 
Administradon,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regidations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  G}mecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19967)  a  proposed  regulation  to 
classify  vaginal  douche  kits  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  one  comment  received  said  that 
vaginal  douche  kits  intended  to  cleanse 
the  vagina  are  not  devices,  but  are 
cosmetics.  The  comment  also  said  that 
FDA’s  proposal  to  classify  douche  kits 
intended  to  cleanse  the  vagina  as  class 
n  devices  is  contrary  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
321(i)). 

FDA  agrees  with  the  comment.  The 
agency  has  changed  the  name  and 
identification  of  device  to  clarify 
that  this  regulation  is  intended  to 
classify  only  the  douche  apparatus 
when  packaged  without  solutions  and 
when  the  apparatus  is  intended  and 
labeled  for  use  in  the  treatment  of 
medical  conditions.  Douche  apparatus 
packaged  in  a  kit  with  douche  solutions, 
or  douche  solutions  packaged 
separately,  are  either  drugs  or 
cosmetics,  dependiitg  upon  the  intended 
use  and  labeling  accompanying  the 
products.  Accordingly,  the  proposed 
regulation  is  beiT\g  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CF'R  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5900,  to  read  as 
follows: 

§  864.5900  Therapeutic  vaginal  douche 
apparatus. 

(a)  Identification.  A  therapeutic 
vaginal  douche  apparatus  is  a  device 
that  is  a  bag  or  bottle  with  tubing  and  a 
nozzle.  The  apparatus  does  not  include 
douche  solutions.  The  apparatus  is 
intended  and  labeled  for  use  in  the 
treatment  of  medical  conditions  except 
it  is  not  for  contraceptive  use.  After 
filling  the  therapeutic  vaginal  douche 
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apparatus  with  a  solution,  the  patient 
uses  the  device  to  direct  a  stream  of 
solution  into  the  vaginal  cavity. 

(b)  Classification.  Class  II 
(perform'^  nee  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)]) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-5811  Filed  2-25-80;  8:45  am] 
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21  CFR  Part  884 
[Docket  No.  78N-1174] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Vaginal 
Insufflators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vaginal  insufflators  into 
class  I  (general  controls).  The  effect  of 
classi^ng  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19968)  a  proposed  regulation  to 
classify  vaginal  insufflators  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a).  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5920,  to  read  as 
follows: 

S  884.5920  Vaginal  insufflator. 

(a)  Identification.  A  vaginal 
insufflator  is  a  device  used  to  treat 
vaginitis  by  introducing  medicated 
powder  from  a  hand-held  bulb  into  the 
vagina  through  an  open  speculum. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a],  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a)]) 

Dated:  January  23, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-5812  Filed  2-25-80;  8:45  am] 
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21  CFR  Part  884 
[Docket  No.  78N-1 175] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Powered 
Vaginal  Muscle  Stimulators  for 
Therapeutic  Use 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  powered  vaginal  muscle 
stimulators  for  fiierapeutic  use  into  class 
in  (premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufactmer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30. 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
April  3. 1979  (44  FR  19894),  a  proposed 


regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procediires,  and  the  activities  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  19969)  a  proposed  regulation  to 
classify  powered  vaginal  muscle 
stimulators  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  stated  that  FDA  should  classify 
both  powered  vaginal  muscle 
stimulators  and  genital  vibrators 
(Docket  No.  78N-1176)  into  class  III. 

FDA  had  proposed  that  the  latter  device 
be  classified  into  class  II  (44  FR  19970). 
The  comment  suggested  that  the  health 
hazards  of  both  devices  are  very  similar. 

The  agency  disagrees  with  the 
comtnent  that  both  devices  should  be 
classified  into  class  III.  The  health 
hazards  firom  both  devices  are,  in  fact, 
different.  In  the  case  of  powered  vaginal 
muscle  stimulators,  the  hazards  arise 
from  the  direct  application  of  electrical 
energy  to  the  vaginal  muscles.  However, 
in  the  case  of  genital  vibrators,  the 
electrical  energy  is  not  applied  directly 
to  the  body,  and,  hence,  the  electrical 
hazards  are  indirect.  The  greater  risk 
presented  by  the  powered  vaginal 
muscle  stimulators  justifies  its 
classification  into  class  III.  The  indirect 
electrical  risk  presented  by  genital 
vibrators  for  therapeutic  use  justifies 
their  classification  into  class  III,  but  not 
their  classification  into  class  11. 

FDA  has  changed  the  name  and 
identification  of  the  device  to  clarify 
that  the  regulation  applies  only  to 
powered  vaginal  muscle  stimidators 
intended  and  labeled  for  therapeutic  use 
as  specified  in  the  regulation. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  884.5940,  to  read  as 
follows: 

S  884.5940  Powered  vaginal  muscle 
stimulator  for  therapeutic  use. 

(a)  Identification.  A  powered  vaginal 
muscle  stimulator  is  an  electrically 
powered  device  designed  to  stimidate 
directly  the  muscles  of  the  vagina  with 
pulsating  electrical  current,  lliis  device 
is  intended  and  labeled  for  therapeutic 
use  in  increasing  muscular  tone  and 
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strength  in  the  treatment  of  sexual 
dysfunction.  Hus  genoic  type  of  device 
does  not  d^ces  used  to  treat 

urinary  incontinence. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513, 701(a),  52  Stat  1055, 90  Stat.  540- 
546  (21  U.S.a  SeOc,  S71{a1)) 

Dated  January  23, 1980. 

Wiliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

JFR  Doc.  80-S813  Filed  S-25-80;  MS  am] 
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21  CFR  884 

[Docket  No.  78N-1 176] 

Obstetrical  and  Gynecological 
Devices;  Classification  of  Genital 
Vibrators  for  Therapeutic  Use 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  genital  vibrators  for 
therapeutic  use  into  class  n 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  hihue  development  of 
one  or  more  performance  standards  to 
assure  the  s^ety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  27, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HF1C-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  die  Federal  Register  of 
April  3, 1979  (44  FR  19894),  a  proposed 
regulation  explaining  die  development 
of  the  proposed  regulations  classifying 
obstetrical  and  gynecological  devices, 
the  medical  device  classification 
procedures,  and  the  activities  of  the 
Obstetrical  and  Gynecological  device 
Classification  Panel.  FDA  also  published 
in  the  issue  of  the  Federal  Register  (44 
FR  19970)  a  proposed  regulation  to 
classify  genital  vibrators  for  therapeutic 
use  into  class  II  (performance 
standards).  A  period  of  60  days  was . 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

1.  One  comment  suggested  that 
vibrators  are  used  to  cure  chronic  leg 
muscle  cramps. 


Hie  genital  vibrators  subject  to  diis 
regulation  do  not  in^de  devices  used 
to  treat  chronic  leg  muscle  cramps. 
Devices  used  to  treat  leg  muscle  cramps 
are  subject  to  pit^iosed  regulations  on 
physical  therapy  musde  relaxm^ 
(Docket  No.  78N-1252,  44  FR  50524),  or 
physical  therapy  pulsators  (Docket  No. 
78N-1266, 44  FR  50536).  These  proposed 
regulations  were  published  in  &e 
Federal  Register  of  August  28, 1979. 

2.  Two  comments  suggested  suggested 
that  FDA  should  not  waste  Federal  tax 
money  to  regulate  genital  vibrators.  One 
of  these  comments  also  suggested  that 
there  is  not  sufficient  information  with 
which  to  write  a  standard  that 
addresses  the  effectiveness  of  genital 
vibrators  to  increase  muscle  tone. 

FDA  is  required  by  law  to  regulate  all 
medical  devices.  The  agency  believes 
that  only  those  genital  vibrators  for 
which  therapeutic  claims  are  made  are 
subject  to  the  definition  of  “devices”  in 
the  Federal  Food,  Drug,  and  Cosmetic 
Act.  However,  no  manufacturer  has  yet 
registered  with  the  agency  to  market 
genital  vibrators  for  thCTapeutic  use.  The 
agency  believes  sufficient  information 
exists  to  develop  performance  standards 
on  electrical  safety  and 
biocompatibility. 

FDA  has  changed  the  name  and 
identification  of  the  device  to  clarify 
that  the  regulation  applies  only  to 
genital  vibrators  intended  and  labeled 
for  therapeutic  use  as  specified  in  the 
regulation.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  $  884.5960,  to  read  as 
follows: 

§  884.5960  Genital  vibrator  for  therapeutic 
use. 

(a)  Identification.  A  genital  vibrator 
for  therapeutic  use  is  £ui  electrically 
operated  device  intended  and  labeled 
for  therapeutic  use  in  the  treatment  of 
sexual  dysfunction  or  as  an  adjunct  to 
Kegel’s  exercise  (tightening  of  the 
muscles  of  the  p^vic  floor  to  increase 
muscle  tone). 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  27, 1980. 

(Secs.  513,  701(a}.  52  StaL  1055,  90  SUt  540- 
546  (21  U.S.C.  36CU,  371(a))) 


Dated:  Janaary  23, 1960. 

WilBam  F.  Randolph, 

Acting  Associaite  Commissioner  far 
Regulatory  Affairs. 

[FR  Doc.  80-5814  Filed  2-25-40;  4.-4S  am] 
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